«YTBEPXKJAIO»
Cenepansusitt xupexrop
000 «<HMBHAH JIAB»

MEJHIHHCKOI'O M3AEJIHA IS AHATHOCTHKHM IN VITRO

HaGop pearenTon 2ns uMMYNOPLPMERTHOIO ONpeAcAeRAS RMMyBOrRoSyanRos xaaces M
(IgM) x Chlamydia trackomatis » chiBOpoTKe (U183ME) XPOBR
«Chiamydia tr.-IgM-HMBHAH-H®A», TV 21.20.23-151-41390295-2022

1. OBIASA HHOOPMAITHA
1.1. Haaagenue naGopa
HaGop pear¢HTOB s AMMYHODEPMEHTHOTO OMpeASacHHs HMMYHOrnoSyamHoB xiacca M
(IgM) x Chlamydia trachomatis 8 cHBOpOTKE (TUIa3Me) kpobH gecinopexa «Chlamydia tr.-IgM-
HMBHAH-HDA», TY 21.20.23-151-41390295-2022 npeanasHa9eH AN Ka9eCTBEHHOIO BHIABACHHA
anTaTen xnacca M (IgM) x asrarenam Chlamydia trachomatis B cHBOpOTKe B IIa3Me (C renaprHON,
oxTpaToM Hatpax H 3JITA) KkpoBH 4CNOBCKAa METOAOM TBCPACPA3HOrO  HEMPAMOro
HMMYHOdepuerTHOTO anama3a (UDA).
HaGop pearentos «Chlamydia tr.-IgM-HMBHUAH-H®A» pexoMeRAyeTCS NPAMCHATS:
— KK BCHOMOTaTe/IbHOE CPEACTBO AMATHOCTHKH XJIAMHIMO3A;
— N4 BrIGBNeHUS neppuuRoro uuprumposanus Chlamydia trachomatis,
- mm  aEdpdepennnanbuoli AEArHOCTHRH XjuaMHAHO3HOK uH(pexnMum H  gpyTHX
HEQEKUHOHHEIX 3a00neBatnit MOTENONOBLIX MyTei;

— NpH IAHKPOBAHMH OepeMERHOCTH AN HCK/NOSCHAS OoCTpolt dask TeacHHA nudeKuny,

Tonynauuornsie H AeMorpapHuecKne ACTHCKTH NPHMCHCHHA H3Acnna. Buigsnesue IgM

auraren x Chlamydia trachomatis nenecooSpasso MPOBOIUTE ¥ CACAYIOIMX IPYINI HACCICHHUA:
-~ CEeKCyalbHO 6KTHBHEE J/NOMM H/MIM JIOAH C NOZO3peHHeM Ha 3abonesanng
mepeaaioniecs NoNosuM myTeM (3IIIT).

Tonmbko AN AMArHOCTHKH in vitro.

1.2. Obascrs npaMeHeHAN — KIMHEMYECKad IaGopaTOpHAs QHATHOCTHKA.

1.3. IIpeanasEaqeHBbii BOIL30BATEND

HaGop mpeanasHaueH nns npodeccHOHAMLHOIO MPHMCEHEHHE B KAREUGecKko# naloparopHoH
JUATHOCTHKE CNEIHANBHO O0YIeHHBIM NEPCOHANOM ¢ BHICIIAM HAH CPCOHHM MCIAWIHWHCKMM, WIH
GuonormaeckuM 06pa3oBaHHeM, NPOIEMIEM NOATOTOBKY HA JHOECH3HPOBAHHHNX KYpCax NepBHUHON
CHCHBAH3AIME 110 pabore ¢ MATOreHHRIMA ANIA 9JEJIOBEKA MHKPOOPraHHINAMH H IONYYHBIIAM
ACHONIHATENbHOE CTENRANPHOe O0pa3oBaHHE HA Kypcax NosnimeHnd kpanuduxanmn, TpeGomanus
6e30nacBocTH K MEAHIMACKHM NaGoparopusan npaseaens B TOCT P 52905-2007.

3NEKTPOHHAS KONHA OGOPMIEHA LIEHTPOM UCTIbITAHII W PETMCTPALMI MEAHLMHCKWX H3OENHI l



2. XAPAKTEPUCTUKA N3IOAENUNSA
2.1. CocTaB Habopa peareHToB npeAcTaB/fieH B Tabnuue 1.
Tabmmua 1. CocTas HabopapeareHTOoB «Chlamydia tr.~IlgM~MMEMAH~M<PA»

Hassarne OnucaHve KOMMNOHEHTA Komnnekt 1. Komnnekt 2 KomnnekT 3
KOBAPOHEHTA I.o» \ 3 Y= . A 3z -1
3anasHHbI B (hONbIMPOBaHHbLIA MakeT
TMna «3UN-N0K» 96-N1yHOYUHbIN
Pa3BbopHbIN A0 NYHOK NOMAUCTUPONOBLIN
nnaHwer  And MMMYHONOTNYECKNX
peakuuii ¢ NAOCKUM AHOM (12 cTpunos
no 8 JAyHOK) ¢ copbupoBaHHbIMM 1 wr. 2 Wr. 5 wr.
PEKOMOWHAHTHBIMU aHTUreHamu,

NLEHTUYHbIMK 6enky Hapy>XHOM
memb6paHbl MOMP, nentngy E-78 w
nnasmmgHomy 6enky Pgp3 Chlamydia
trachomatis.

VHaKTUBMPOBAHHbIN NONOXNTENbHbI
KOHTPO/bHbIV 06paseL.

Ha oCcHOBe CbIBOPOTKM KPOBW YesiOBEKa,
copepxawein aHtutena k Chlamydia 1 dnakoH 2 (hnakoHa 1 pnakoH
trachomatis. (2,0 mn) (2,0 mn) (10,0 mn)
Cogep>kuT npoknH-300 (0,1%).

Mpo3payHas XUAKOCTb XXENTOro LBeTa.

[0TOB K NPUMEHEHMIO.

NHaKTMBMPOBAHHbIN oTpuuaTeNbHbIN
KOHTPO/bHbIN 06pa3sel,.

Ha oCHOBe CbIBOPOTKM KPOBMW Ye0BeKa,

He cofepxawein aHTuTena Kk Chlamydia 1 dnakoH 2 (hnakoHa 1 pnakoH
trachomatis. (2,0 mn) (2,0 mn) (10,0 mn)
Cogep>kuT npoknnH-300 (0,1%).

Mpo3payHas XNLKOCTb CUHErO LBeTa.
[T0TOB K NPUMEHEHMNIO.

KOHLeHTpaT nNpoMbIBOYHOIO pacTBopa,
26-KpaTHbIl.

Cofep>XUT KOHUeHTpaT dochaTHO-

zggizgro Oytpepa, 6eHsoaT HaTpua 1dnakoH 2 nakoHa 1 bnaKoH

(50,0 mn) (50,0 mn) (250,0 mn)

NMMyHO™*
copbeHT

K(+)

K(-)

®CB-T(x26)
Cnerka onanecuupyrowas, 6ecuBeTHas
XWUAKOCTb, BO3MOXHO BblUafeHue
ocajka.
TpebyeT pa3BefeHus.
PacTBop And pa3BefeHUs 06pasLoB.
Onanecuupyrowias XuWLKoOCTb OT CUHErO
PPO [0  (MONMeTOBOro  LBETa, BO3MOXHO 1 dpnakoH 2 (hnakoHa 1 dnakoH
BbiNajeHne ocafgka, ucyesawouwero npun (20,0 mn) (20,0 mn) (100,0 mn)
BCTPAXMBaHUN.
[0TOB K NPUMEHEHMIO.
PacTBop KOHblOrara.
CMeCb  MbILWWHBIX  MOHOK/OHA/IbHbIX
aHtTuTen npotme IgM yenoBeka ¢ 1 dnakoH 2 (hnakoHa 1 pnakoH
nepoKcunaasoi XpeHa. (13,0 mn) (13,0 mn) (60,0 mn)
Cofep>kuT hochaTHO-COoNeBoit bydep,
cTabunmsaTopsl, heHon (0,2%).

PK

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Mpo3payHas XUAKOCTb 3e/IEHOr0 LBeTa,

BO3MOXHO BblNageHmne ocazka,

ncyesaroLwero Npyu BCTPAXMBaHUN.

[T0TOB K NPUMEHEHNIO.

PacTBop TeTpameTWUNBEH3NANHA.

Cogep>xuT TeTpameTUNOeH3NANH,
TMB cTabunmsaTopbl, JUMeTUNCYIbAOKCUA,.

Mpo3payHas 6ecuBeTHas XULKOCTb.

FOTOB K NPUMEHEHMUIO.

Cogep>kuT  Kucnorty cepHyto (1,0

1 hnakoH 2 (hnakoHa 1 pnakoH
(13,0 mn) (13,0 mn) (60,0 mn)

Crton- MONb/ANTP). 1 hnakoH 2 (hnakoHa 1 hnakoH
peareHT Mpo3payHas 6ecuBeTHaA XULKOCTb. (13,0 mn) (13,0 mn) (60,0 mn)
[(0TOB K NPYMEHEHMNIO.
lNneHKa Ana 3aknensaHnA nnaHwerta 3 wr. 6 Wr. 15 wr.
BaHHOUKN and peareHToB 3 wr. 6 WwT. 15 wr.
HakoHeYHUKW 415 NUMNETOK 24 wr. 48 Wwr. 120 wr.
WHCTpyKUMA No nprMeHeHUto Habopa peareHToB 1uwr. 1wr. 1.

B KOMMJIEKT KaXAO0M MOCTaBKM [O/DKEH BXOAUTb MacrnopT KayecTsa B O4HOM 3K3eMnispe
He3aBMCUMO OT KONM4YeCcTBa HabOPOB peareHTOB B MOCTaBKe.

2.2. Yucno aHanusmpyemblx npoob

Habop peareHTOB paccuuTaH Ha 96 onpegeneHunin (komnnekt 1), 192 onpegeneHns
(komnnekT 2) n 480 onpegeneHnin (KOMNAeKT 3), BKAKOYAsA KOHTPO/IbHbIE 06pasLbl, C UCMOb30BAHNEM
aHanmsaTopa aBTOMATUYECKOro MMMYHO(EPMEHTHOI0 OTKPLITOrO TUMa WAW C MOMOLLbI PY4YHOM
MOCTAHOBKM aHanun3a.

B0O3MOXHbI OT[eNbHbIE He3aBUCUMble MOCTAHOBKW aHanu3a C Heob6XOAUMbIM KOMMYECTBOM
cTpunoB ImMmyHocop6eHTa.

PactBopbl peareHToB ®CB-T(x26), PPO u Cton-peareHT ABAAKTCA YHUPULUPOBAHHLIMU
HecrneunpnuyeckMMy KOMNOHEHTAMN HabopaMun peareHToB Y MOTYT NPUMEHATLCA 415 UCC/IeJ0BaHNSA B
N 6bbIX cepusax HabopoB peareHTOB.

2.3. TlpuHUMnN meTOAA

MpuHUMN feicTBMA Habopa peareHTOB - HeNpsAMON ABYXCTaAUMHbLIA MMMYHO(EPMEHTHbIN
aHann3. Ha noBepxXHOCTW NYHOK MOAUCTMPONOBOro niaHweTa copbupoBaHbl PEKOMOWHAHTHbIE
aHTUTEHbl MAEHTUYHBIMU 6efKy HapyXHoW membpanbl MOMP, nentugy E-78 n nnasmugHomy 6enky
Pgp3 Chlamydia trachomatis. B nyHKn BHOCATCS KOHTPO/IbHbIE M aHannsmpyemble 06pasubl. Mpu
HanMumm B obpasyax cneunduueckux IgM aHtuten k Chlamydia trachomatis o6pasyeTcsi KoMnaekc
aHTUTEeH-aHTUTENO, BbIABNSEMbI MOCPEACTBOM nNocnefywolein nHkybaumm ¢ PK (cMecb MbILUUHBIX
MOHOKJ/IOHA/IbHbIX aHTUTEN NPOTUB IgM aHTUTEeN YyenoBeka C Nepokcugasol xpeHa). Mpu gobasneHum
TMB B pe3ynbTaTe (epMeHTATUBHON peakuuW COLEPXMMOE JfIYHOK MNiaHleTa OKpallnBaeTcs.
dPepmeHTaTVBHAA peakuusa ocTaHaB/IMBaeTCA BHeceHnem CTomn-peareHra.

3. XAPAKTEPNCTUKN HABOPA PEATEHTOB

3.1. AHannuTMyeckue xapakTepuUCcTKM

3.1.1. YyBCTBUTENLHOCTb

YyscteutenoHocts  «Clilamydia  tr.-IgM-UMBUWAH-U®A»  npu  uccnefosaHnm  Ha
KOHTPO/IbHOI NaHenu cbiBOPOTOK «AHTM-Chlamydia tr. IgM-KOHTpONbHAas NaHenb CbiIBOPOTOK» (P UL
dTM, Poccus) coctaBnset 100%.
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3.1.2. Cneundrunocts
Crnemaduanocts «Chlamydia tr.-IgM-UMBHAH-U®A» npu nccneoBaHHH Ha KOHTPONbHOIL

nanemu cHBOpoTOK «AHTH-Chlamydia tr. IgM-koHTponeHas nasens chiBoporok» (OULl ®TM,
Poccusn) cocraBnger 100%.

3.1.3. IloBrOopseMocTb

B pamxax npoBelleHAS BHYTPCHHHX HCIWTAHHA BHYTPHCEDHMHEH H MeXCepHHHLIN
k03¢punmenTH BapHamuH H3MepeHHs OIl He npeshicuin 8% nmnpH HccleOBaHHH Ha Tpex
NONOXHTENLHEIX 06pa3noB B 30 noBTOpax Ha meCTH cepusx Habopa peareHToB «Chlamydia tr.-IgM-
UMBHUAH-UPA»

B pamxax nNpoBeACHHA TEXHMYECKHX HCNLITaHHH KO3QGHIMEHT BapHallHH H3MEPCHHS
omradeckol mwiotHocTH K(+) B BochbMH MOBTOpax Ha HabOpe peareHTOB He NpeBLICH 8%.

B paMkax KIHHHYECKHX HCNHTaHHH KO3(QHIMEHT BapHAOWH H3MEPCHHS ONTHYCCKOH
mnotocte K(+) B BocbMH moBropax Ha Habope peareHToB He mpeBhichn 8%. BHyrpucepuiiHmIii
Ko3pdHIHERT BapHAIMM pe3yJbTATOB MNOCTAHOBKH Ha HaGope peareHroB «Chlamydia tr.-IgM-
UMBUAH-UOA» npH HCCNeOOBaHHH 7 MNOJOKHTEIBHEX 00pasnoB CHBOPOTKH H ILIA3MHI,
conepxamux anTHTeNa K Chlamydia trachomatis B 10 nobropax kaxaoro ofpasua He npeBbimiaeT
8,0%.

Mexcepuiianii k03¢ (HIMEHT BapHalMH pe3yJbTaTOB NOCTAHOBKH Ha Habope peareHToB
«Chlamydia tr.-IgM-UMBUAH-U®A » npu HcceIoBaHHHA 7 NMOJNOXKHATENBHBIX 00pa3sioB CHIBOPOTKH H
miasMel, copepkammx anturena k Chlamydia trachomatis B 10 moBTopax kaxkzoro oGpasiua He
npesbimaeT 8,0%.

3.14. IlpaBunbHOCTB

IpaBANBHOCTD OMpeNeJICHUA MOJOXHTEILRONO KOHTPOJIA B XOJC NPOBEACHHA BHYTPEHHWX
HcnbiTaHui Habopa peareHToB coctaBiia 100%.

3.2. /ImarHocTHYeCKHE XAPAKTEPHCTHKE

3.2.1. IlepekpecTHas peaKTHBHOCTb

B paMkax mpoBeAeHHS KIHHHYCCKMX HCOBITAHHH NECPEKPECTHYIO PEaKTHBHOCTH Habopa
peareHTOB H3ydaun Ha 180 3aBeJOMO OTPHIATEJILHBIX CHIBOPOTKAX KPOBH 9EJIOBEKA H3 XpaHHIHIIA
kpoBd OUL] ®TM, He comepxammx anTuresa k Chlamydia trachomatis H comepxanmx aHTHTeNa K
pa3nu9YHBM HHGEeKIHOHHHM areHTaM — Borrelia burgdorferi, Trichomonas vaginalis, Treponema
Pallidum, Bupycy mpoctoro repmeca, Bapycy renatuta B, Bupycy renmatura C, BUU-1,2; a Taixe
npobam, conepxanmmM peBMaToOHIHbIH pakTop H Mpo6aM OT 6epeMEHHBIX KCHIHH.

Pesaynsratnt MDA mnokasanu, 9TO JOXKHOMOJOXKHTENbHLIE PE3yIbTaTH NPH NPHMEHEHHH
Habopa oTCyTCTBYIOT.

3.2.2. Uurepdepupyiomme BemecTsa

B paMkax KIMHHYeCKAX HCOLITaHMA OLEHKY BIHSHHA HHTepQEpHpYIOMHX BEIICCTB Ha
pesynbTar aHanu3za HabGopa «Chlamydia tr.-IgM-UMBHUAH-U®A» mnposomnnn Ha obpasuax
CHIBOPOTKH KPOBH 4eJIOBEKa, COAEpXamHX B He coaepxanmx anturesaa K Chlamydia trachomatis.

Ha pesynbTar aHanmM3a He OKasHBAlOT BiMsHHE remornobuH (no 300,0 r/m), 6mmmpybun (zo
300,0 mr/n), xomecrepun (mo 4,0 r/nm), obmm# Genok (mo 150,0 r/n), rmoxosa (mo 2,0 r/m),
TpurmHuepuan (xo 10,0 r/n), sranon (2,0 r/n), Monounas kucnora (mo 400,0 Mr/n) u ModeBHHa (IO
800,0 Mr/n) B kHHAYecKHX oOpa3nax.

3.2.3. JKBHBaJIEHTHOCTh

B paMkax KIMHHYECKHX HCNWTaHHN OLEHKY 3KBHBQJICHTHOCTH pe3y/IbTaTOB aHanH3a Habopa
«Chlamydia tr.-IgM-UMBUAH-H®A», nonydeHHHX NpH NOCTAHOBKE aHAIH3a Ha CHIBOPOTKE H
I1a3Me KpOBH 9eJioBeka (C renapHHOM, uuTpatoM Hatpus (3,2%) 1 DJITA), noiy4eHHBIX OT OHOTO H
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TOro K¢ MAaUHEHTa, COACPKAMMKX H He cozepxammx aHTHTena kK Chlamydia trachomatis, Meronom
HU®DA npu nocranoske no npouexype Nel (tepmomeiikep) u npoueaype Ne2 (repmocrar).

3.2.4. Bocmpou3BoauMocTh

Jns onpepeneHHss BOCIPOH3BOAMMOCTH aHaiu3a ObUIa NpoBelieHa OLIEHKA pe3yJbTaToB
MOBTOPAEMOCTH aHAIH3a B TpeX NabopaTOpHAX: NpPOBEACHHE IpeJBAPHTE/IBHBIX HCIIBITAHHNA B
nabopaTopHH SKCHEPHMEHTAILHOrO MOJEIHPOBaHHS M IaToreHeza HHGEKUHOHHHX 3aboneBaHHH
®UL] ®TM, npoeenecuue rexuueckux ucnbranut B 000 «BBIMITEJI-MENUEHTP» u npoBenerne
KIHEAYecKHX Henbitanuit B EU3U UL OTM.

Ko3¢puumueHT BapHaluu pe3ybTaToB NpH onpeacneHuy auturen k Chlamydia trachomatis ne
npessimaet 8,0%.

3.2.5. [ImarsocrHyeckas YYBCTBHTCIBLHOCTD

B xone KIHHHKO-1a60paTOPHBIX HCILITAHHH AHArHOCTHYECKYIO TyBCTBHTC/ILHOCTD BHIABJICHHS
anruren K Chlamydia trachomatis onpenensiin Ha 224 NONOXHTENBHBIX oOpa3uax, mokaszana 100%
qyBCTBHTENLHOCTH (1B 95%, IH: 98,67% — 100%).

3.2.6. ImarnoctHyeckas cneunGHIHOCTh

B xone KIHHHKO-1a6OpPaTOPHBIX MCNHITaHHH IHArHOCTHYECKYIO CNENH(PHIHOCTD BHIABJICHHS
auTuTen K Chlamydia trachomatis onpenensii Ha 390 oTpHmaresibHBIX OOpasuax, nokaszaHa 100%
cremuduanocts (AB 95%, AU: 99,24% — 100%).

3.2.7. CrabmisHOCTh

B paMkax BHYTpEHHHMX HCNHTAHHH IPOBEJCHAa OLECHKA CTaOHJIBHOCTH IS MOATBEPXKICHHA
CpOKa roHOCTH H ycioBHif xpaHeHus Habopa «Chlamydia tr.-IgM-UMBUAH-H®A ».

B pesymrtare ycraHoBieHo, Ha6op «Chlamydia tr.-IgM-UMBHAH-U®A» coxpanser
CTaGHIBLHOCTD TPH TEMMepaType XpaHeHus oT 2 10 8°C B TeueHHe CpoKa rOAHOCTH (24 MecHIleB) H B
TedyeHHe | Mecana nocjle OKOHYAHHA CpPOKa TOJHOCTH; COXpaHSeT CTabHIBHOCTH MoCie
TPaHCHOPTHPOBKH IpH TeMnepatype oT 2 ao 28°C B TedeHHH 10 cyTok H sanbHeAmeEro XpaHeHHs pH
Temneparype oT 2 a0 8°C B TeueHHe cpoka roaHOCTH (24 MmecsueB) U B TedeHHe | mecsua mocne
OKOHYaHHS CpoKa FOJHOCTH; COXpaHseT CTabHJIBHOCTB IOC/ie BCKPHITHS KOMIOHEHTOB Habopa
peareHToB H XpaHEeHHs HX NpH TeMneparype oT 2 10 8°C B TeueHHe cpoka rOAHOCTH (24 MeECSIEB) H B
TedeHHe | Mecsma nocie OKOHYaHHS CPOKa NOJHOCTH.

Bosnetictere Temnepatypsl He Boimle 28°C B Teuenne 10 cyTok He BiMSeT Ha XapaKTepPHCTHKH
Habopa pearenToB. JlonyckaeTcs TpaHCIIOPTHpOBaHHe NpH Temmneparype He Bhime 28°C B TeueHue 10
CYTOK.

Pa6ounit npombiBounsill pactBop ®CB-T xpanuTca B Teuenue 15 cyrok mpu Temneparype ot 18
no 28°C umu 45 cyrok npu TemMneparype ot 2 o 8°C.

4. MEPBI IPEJOCTOPOXHOCTH

4.1. TloreHumanbhpif puck mnpuMeHeHHs Habopa peareaToB no Homenxiaryproit
KIacCH(PHKAIMM MEIHUMHCKHX H3ennit, yTeepxaeuHo#f [Ipukazom Munsgpasa Poccutickoit
®enepauuu Ne 41 ot 6 mons 2012 rona (B penakuuu Ilpnkasa Munzapasa Poccun ot 25.09.2014 N
5571) — xnacc 26.

42. Habop peareHTOB npeaHa3sHa49eH TONBKO I NMPOPECCHOHANBHONO HCIONL3OBAHHA.
Pa6oTy cneayer mpoBoAuTh B CrielHANbHO 060pYAOBaHHOM NOMeEIEHAH JabopaTopuH, oTBedalomel
tpeGoBannsm CanlluH 3.3686-21 «CannrapHo-3muaeMuoIorudecKkne TpeCoBanus no npodpHiakTHKe
nHpexunoHHbIX Gonesneli». [Ipu pabote ¢ HaGopoM peareHTOB HeoOxomuMo cobmoxars TpeGoBaHHA
«MHCTpYX1IMHA IO MepaM NpOoQHIAKTHKH pacnpoCTpaHeHns HHpeKIMOHHBIX 3a6oneBanuii npu pabore
B KIHHHKO-IMarHOCTHYECKMX  JabopaTopuax  ne4eOHO-MpPOQHIAKTHYECKHX  YUpeKACHHHY,
yreepxaenHo# Munsapasom CCCP 17 suBapa 1991 roga; T'OCT P 52905-2007 (MCO 15190:2003)
«JlabopaTopuu meauuuHckue. TpeGoBaHus 6e3onacHOCTHY.
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4.3. Tak KaK KOHTpPO/IbHble U aHanu3nmpyemble o6pasLbl, KOMMNOHEHTbI Habopa peareHToOB
ABNAKTCA NOTEHLNANbHO MHMUUMPOBAHHLIM GuomMaTepuanom, To npu paboTe ¢ HaBOPOM peareHToB
HeoOX0AMMO MCNOMb30BaTb WMHAMBUAYaNbHble CPeACcTBa 3alWTbl: XanaT, FO/0BHOW y60p, Macky,
nepyaTku, cneunanbHyto 00yBb, 3aLLMTHbIE OYKU UIN LWUTOK.

4.4, O6pabatbiBaTb pykM nocfe paboTel € HabopoMm peareHToB W ob6pasyamum B
COOTBETCTBMY C [elCTBYIOLLEN HOPMATUBHON AOKYMEHTaLMEN.

4.5. CbIBOPOTKa KpOBM YenoBeEKa, MCMOMb30BaHHAA A1 NPUTOTOB/IEHUS MOMOXUTENbHOIO
KOHTPONSA, MHAKTMBUPOBaHa HarpesaHueM npu TemnepaTtype (56x1)®C B TeyeHue 34, COLEPXUT
aHTuTena Kk Chlamydia trachomatis n He copepxat aHTuTena Kk BWY-1,2, Bupycy renatuta C u
MOBEPXHOCTHbIN aHTUreH Bupyca renatuta B (HBsSAQ).

4.6. CbIBOpPOTKA KpOBM YesioBeKa, UCMOMNb30BaHHasA NS NPUTOTOB/IEHUSA OTPULATENIbHOK
KOHTPO/1S, NHAKTUBMPOBaHa HarpesaHvem npu TemnepaTtype (56£1)®C B TeyeHue 3 4, HE COLEPXUT
aHTuTena k Chlamydia trachomatiSy aHtutena k BWUY-1,2, Bupycy renatuta C v MOBEPXHOCTHbII
aHTUreH supyca renatmuta B (HBsAQ).

4.7. B coctaB kKomnoHeHTOB K(+), K(-), PPO, PK, TMb, ®Cb-T(x26) BX0aAT
KOHCEpPBaHTbl B KOHLEHTpauuax, ABASOLWMXCA HeTOKcMYHbiMU. K(+), K(-), PPO copgepxat 0,1%
npoknuHa 300; PK - 0,2% deHona; TMB - 0,2% 6eH3o0aTa HaTpus; ®CB-T(x26) - 0,5% 6eH30aTa
HaTpwua.

4.8.  Bce peakTuBbl, BXOAfLLME B COCTAB KOMMOHEHTOB Habopa peareHTOB B UCNO/b3yeMbIX
KOHLEHTpaLmMaxX, ABNAIOTCA HETOKCUUHbLIMN.

49. Cron-peareHT o6nagaeT pasfpaxawlmMm AeAcTBMEM, 3a CYET KUCNOTbl CepHON
Bxogsawen B coctas. lNMpu pabote nsberatb nonagaHmsa CTon-peareHTa Ha KOXY WM CAu3ucTble. B
cflyyae nonafaHus MpoOMbITb MOPaXKEHHbIA y4acTOK 60MbLIMM KONUMYECTBOM MPOTOYHONM BOAbl. Bce
KOMMOHEHTbI, BXOAALMe B COCTaB Habopa peareHTOB, MpeAHa3HayeHbl TOMbKO AN AUArHOCTUKK iIn
vitro.

4.10. Bce npomMbIBHble pacTBOpbl CcneayeT cobupaTb B CheuuvasnbHblli  KOHTeHep W
obpabaTtbiBaTh Ae3UHPULUPYIOWMMY CPeACTBaMM, paspelleHHbIMU 419 NPUMEHEHUA HAa TeppuTopuun
P® B ycTaHOBNEHHOM Mopsaake.

4.11. Mpwn wncnonb3oBaHMM Habopa peareHTOB TOKCUYHbIX OTX0A40B He o06pasyeTcs.
Oo6pasytoTca oTxoabl knaccoB A, b u I, KoTopble HEOOX0AMMO 06e33apaXkmBaTb B COOTBETCTBUM C
Tpe6oBaHnamu CaHlMunH 2.1.3684-21 «CaHUTapHO-3NUAEMMNONOTMYECKME TPebOBaHMA K COAEPXaHMIo
TEPPUTOPUIA TOPOACKMUX U CENbCKUX MOCENEHUI, K BOAHbIM 06beKTaM, MUTbLEBOI BOAE U MUTbLEBOMY
BOLOCHA6XeHUto, aTMOC(epHOMY BO34yXYy, TMO4YBam, XKWU/bIM MOMELLEHUAM, 3KCnyaTauuu
NMPOM3BOACTBEHHbIX, OOLLECTBEHHbIX MNOMELeHNA, opraHusayMm ¥ MNPOBEAEHUD CaHUTapHO-
NPOTUBO3NNAEMUONOTNYECKMX (MPOPUIAKTUYECKNX) MEPONPUSATUIA».

4.12. JlabopaTopHyl MOCyAy MHOropasoBOro WCMoib30BaHWA W PacxofHble MaTepuansl,
KOHTaKTUPYIOLLME C WCCefyeMbIMU M KOHTPO/IbHbIMK 06pasuamu, cnegyeT o6e33apaxunsatb C
MCNONb30BaHUEM [E3NHPULMPYIOWNX CPeLCTB, He COAepXaliux akTUBHbIA KUCNOpo4 W Xnop,
0Ka3blBalLLMX HEraTMBHOE BO3AEMCTBME HA KAYeCTBO aHa/m3a.

4.13. WNHCTpyMeHTbl, 060pyAoOBaHMe, a TakKXKe paboyme MOBEPXHOCTU CTOMOB HEOOXOAMMO
npotupats 70 % pacTBOPOM 3TU/IOBOIO CNUPTA.

5. OBECMEYEHWE KAYECTBA WCC/IEAQOBAHUN

5.1. BbINONHATL Npouefypy aHanusa cnegyeT B CTPOrOM COOTBETCTBUM C WMHCTPYKLMEN
npunaraemol K Habopy peareHToB.

5.2. He ucnonb3oBaTb peareHTbl C UCTEKLWINM CPOKOM FO4HOCTH.

5.3. He ncnonb3oBaTtb peareHTbl Apyrux Npou3BoanTeNe.
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5.4. Henb3a ucnonib3oBaTb peareHTbl M3 HaboOpoB pas3HbIX cepuil AWM CMewwunBaTb UX B
npouecce aHanusa (KpoMe YHUMULMPOBAHHLIX KOMMNOHEHTOB Habopa: ®Cb-T(x26), PPO n Crton-
peareHTa).

5.5. He nopasepratb peareHTbl BO3J4eACTBMIO BbICOKMX TeMMNepaTyp v NPAMbIX COJIHEYHbIX
Nny4eii B NpoOLECCe UCNOJIb30BAHUA U XPAHEHUS.

5.6. HepgonycTumo 3amopaxuBaHvie Habopa peareHToB, KaK Le/IMKOM, TaK U OTAeNIbHbIX ero
KOMMOHEHTOB.

5.7. WccnegoBaHns nNpoBOoAMTbL B COOTBETCTBMM C YCMOBUAMM BHELIHER cpeabl A0S
MoCTaHOBKMW aHanu3a, npeAcTaB/fieHHbIMU B Tabnuue 2.

Tabnuua 2. YcnoBus BHeLLHel cpedbl AnS NOCTaHOBKM aHann3a

Ne n/n Mokas3aTtenn 3Ha4yeHns
1 TemnepaTypa Bo3fyxa 18-25°C
2 OTHOCUTENbHAS BNAXXHOCTb 40-60%

5.8.  He npoBoanTb nccnegoBaHUA B NPUCYTCTBUM NapoB LWesoYeit, KNCNOT, anbAernaos, B
3amnbl/IeHHOM MOMeLLeHUN.

5.9. [Ona [pe3nH(pekyMm uUCNonb3oBaTb peareHTbl, He OKasbiBalolwue BO3LeACTBUA Ha
(bepMEeHTATMBHYIO peakuuio: Ae3VHpUuMpyroline cpeicTsa Ha OCHOBE YETBEPTUYHbLIX aMMOHMWEBbIX
COeVHEeHWN, CNNPTOB, TPETUYHBLIX aMUHOB.

5.10. B nomeweHun, rae NpoBOAUTCA UCCMeLOBaHWE, HE UCMONb30BaTh Ae3NHpUUnpyoLWwme
CpeAcTBa, CofiepKaline akTUBHbIA KUCIOPO4 U XNop.

5.11. Wcnonb3oBaTb YUCTYIO, TLWATE/IbHO MNPOMbITYO 1a60paTOpPHYIO Nocyny.

5.12. Wcnonb3oBaTb NpolwejLline Baangaumio 4o3aTopbl U 060pyAoBaHume.

5.13. Mpu pabote c obpasuamum K peareHTamMm Habopa MCMNONL30BaTb YMUCTble, HOBbIE
OlHOpPa30Bble HaKOHEYHWKMN OTAENbHO AN KaXXA0ro aHanu3mpyemoro obpasua n KOMnoHeHTa Habopa
peareHTos.

5.14. WCKNOUYUTL KOHTAKT METaN/IMYecKuX npeaMeToB C pacTBopoM KoHbiorata PK,
pacTBopom TeTpameTunbéeHsngnHa TMB.

5.15. WNcnonb3oBaTb HOBble OAHOPA30Bble BAHHOUYKW A5 KaXA0ro KOMMOHeHTa Habopa
peareHTos.

5.16. He wucnonb3oBaTb OAHY W Ty Xe eMKOCTb, B TOM 4WC/le U MHOropasoBylo, Mocne
NPOMbIBKU, ANA pacTBOpa KOHblorata PK u pactsopa TeTpameTunbeHsmgnHa TMb.

5.17. PekomeHayeTca  ana  oT6opa  pacTBopa  KoHbkratra PK n pacTeopa
TeTpameTunbeHsnanHa TMB wucnonb3oBaTbh pasHble 03aTOpbl MUMeTOYHble. TpyM UCNOJb30BaAHUNU
OLHOro Agosatopa Heob6XoAUMMO TWiaTeNlbHO CAeAUTb 3a YMCTOTOW MOCafOYHOro KOHyca pgo3aTopa.
Mepes CMeHOM peareHTa TwartenbHO 06pabaTbiBaTb BHYTPEHHIOD W BHELIHIOK MOBEPXHOCTU
nocago4yHoro KoHyca 70% 3TWN0BbLIM CNINPTOM.

5.18. [Ons oTMbWKN VIMMyHOCOpbeHTa peKOMeHAYyeTCA UCMOb30BaTb aBTOMATUUYECKOe Un
py4yHOe NPOMbIBOYHOE YCTPONCTBO. B KoHUe paboyero AHA HeO6XOAMMO NPOBOAWUTb MNPOMbIBKY
CUCTEMbl MOAAYN XUAKOCTU AUCTUNNUPOBAHHOW (LenoHM3MpoBaHHOMN) Bofoi. He pexe 1 pasa B
HeZento cnefyeT obpabartbiBaTb LWIAHIU M €MKOCTU MPOMbIBOYHOrO yctpoictea 70% 3TUIOBbLIM
CrnMpTOM.

5.19. [Ona WCKNKYEHWS KOHTaMWHauum o6pasuoB apyr apyrom u K(+) TpebyeTtcs
aKKypaTHas, TuiatenbHas pabora 6e3 pa3bpbi3rMBaHUA KOMMOHEHTOB 1 06pasLoB.
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6. OBOPYJAOBAHHE H MATEPHAIBI

Jna noCTaHOBKH aHANM3a HeoOXOAMMEI cleayiomue o0OPyIOBAHNA H MATEPHAIIEI:

— TCPMOTHIPOMCTP, MO3BOASIOMMYE HIMEPAT: TCMICPATYPY BO3AYXA B AHamasone 0-
30°C+0,2°C, OTHOCHTENBHYIO BIKHOCTS ~ 20-90%;

— ZAo3aropsl NalbopaTopHEIC NMEpPEMEHHOIO o0beMa ORHO- H MHOIOKRHANLHEIC BMECTH-
MocTsio 0T 10 10 1000 MxoT;

— HaKOHEeYHHMKHM OJHOpA30BHE K 03aTopaM RabGOopaTopHHIM BMCCTHMOCTHIO oT 10 mo
1000 ux1;

~ BAHHOYKH JUIf Pa3BeACHHA KOMIIOHCHTOB,

~ MHKpoUcHTpH(yTa aGoparopHad Ha 1000-3000 o6/Mun;

= TePMOCTaTHpYIOWee YCTPORCTEO ANA MUIAHLICTOB (HJH TEPMOCTAT) C PEXKAMOM Tep-
MocTarEpoBanas 37+1°C;

— opOmTansHEl TepMmomelikep, noanepxuBalomuli TeMmeparypy 37£1°C u ¢ gacroroif
ppaiieHna naTdopMer 700 of\MmH.;

~ ycTpolHicTBO At MPOMBLIBAHESA [UIAHIIeTa (BOMED);

— cmexTpodOTOMETpP BEPTHKANBHOIO CKAHHPOBAHHA  MO3BOJINIOINMA  BEIIONHSTE
H3MEPeHHd ONTHYCCKOM IUIOTHOCTH COACPAHMOrO AYHOK INaHmieTa mpE 450 HM
(ocHOBHOM QRABTD) M 620-680 HM (pedepencuuit GurbTP);

— AHANH3ATOP ABTOMATHHECKHH MMMYHO(EePMEHTHHH OTKPEITOrO THNA;

-  XONOMMIHHAS KM MOPOSH/ILHAL KaMepa;

— DUIMHAPH MEpHHe He 2 xnacca TousocTH OGbemoM 100 m 1000 mn, xonGa
nabopaTopeas BMecTEMOcTRIO 1000 Mn;

- €MKOCTH ¢ KPHIIIKOH /I MHAKOrO A3HHGHIHPYIOMETO CPEACTRA;

— Boja muctwumposannas (TOCT P 58144-2018);

~ Oymara $pBISTpOBABHAN,

— TaliMep;

— ONHOPA3OBEIC HECTCPHILHEIC MEAHIHHCKAES NEPYaTKH,

- naboparopHas mOCysR;

7. AHAJIM3IAPYEMABIE ITPOBBI

7.1. Harmemas CHBOpPOTKA, IJAIMA (¢ renapEHEOM, maTparoM Batpas, J/ITA) xpopm
Yenopexa. ABUHTHYCCKHi 06BeM oOpasua — 10 Mxn.

7.2. OGpasusi CHBOPOTKH (MNIA3MEL) KporH 1o aHanu3a DA xpanuTs Be 6onee 7 cyTox npu
TeMneparype ot 2 10 8 °C. /immensnoe XpaHenme (fi0 6 MecsieB) aBANH3APYeMBIX o0pasios
OCYIIECTRIATS NPH TeMnepaType Muryc 20°C.

73. 3amopomennnec ofpasmbl nepen HCCAENOBaHHEM Mporpers xo Temmeparype (17 no
27°C) THIATEeNBHO TNEpEMEmIaTh AN4 YCTPAHCHHA BO3HHKAIOMICIO NPH 3aMOpO3ke TIpPANHCHTA
xonnenTpamuii. [Ips pabore ¢ pasMopoMcHHEIME OOpaslaMB CHEAYCT YIHTHIBATH, ITO Kakjaasd
NOCTEAYIOIAs 3AMOPO3Ka-pA3MOPOIKA CHHXACT KAYECTBO HCCNeAyeMoro Marepmana. C mensio
NONYYCHUS J[AOCTOBSPHHX PpE3YABTATOB HCCAGAOBAHHS, NpOMIBOANTENL Habopa pearcHTOB
PECKOMCHAYCT MCHONBIOBATH TOJABKO ORHOKPATHOS 3AMOPAXKHBAHHC-DAIMOpaXHBaHHE O0pasnos, a
TaKKe XpaHeHHe HOCKONBKHX 3aMOPORCHHAIX aNHKBOT oSpasna.

74. He pexoMeHAYeTCE HCHIONB3OBAHME ANA HCCIENOBAHEA OOPasloB ¢ MOBLINICHHEIM
cofiepAaHneM JMMUAOB M (WIM) ¢ NPH3BAKAME IeMONH33, H (AIH) ¢ BHAEMEIM MHEXPOOHEIM
3aTPASHERHEM («ITPOPOCTOMY).

7.5. O6pasuni, coacpxanme OCaZOK, B3BCMCHHEE YaCTHIIN, ICPEA AHATHIOM NOABCPTHYTE
nesTpHyTHpoBaHuIo B TedcHAe 10 MuH npH Jactore Bpamenus 3000 o6/ mmn.
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BHumMaHue!

Mepes NOATOTOBKON peareHTOB K paboTe M NpoBefeHNEM MUCCNefoBaHWUA NPOU3BOAUTEND
HacToATeNIbHO peKoMeHAyeT ewe pa3 npoymTath pasgen «ObecnevyeHme KayecTsa
nccnefoBaHWn» HacTOAWEN HHCTPYKNUM NO NPUMEHEHUIO.

8. NOArOTOBKA KOMMNOHEHTOB ANnA NCCNEAOBAHWNA

8.1. [lpepBapuTtefibHble MaHUNYNALUN

Mepepn “cnoib30BaHWEM BCKPbITb YNakoBKY Habopa peareHTOB W U3B/ieYb BCE KOMIMOHEHTHI,
BK/IlOYan 3aneyaTaHHbI IMMYyHOCOP6GEHT.

BbigepXatb KOMMOHEHTLlI B TeyeHue 30 MUH npu Temnepatype oT 18 po 28®C, akkypaTHO
nepemMeLlaTh.

BHumaHue!

K(+), K(-), PPO, PK, TMBb u CTton-peareHT roToBbl K WCMNONb30BAHUIO U He TpebyloT
[LOMONHUTENbHBIX pa3BefeHUi.

Heuncnonb3oBaHHble K(+), K(-), PPO, PK, TMb u CTton-peareHT XpaHWTb B YynaKoBKe
npoussoguTens npu temneparype oT 2 o 8°C [0 UCTeYeHUs CpOKa rogHOCTHN Habopa.

KomnoHeHT @ CB-T(x26) npeacTtaB/ieH B BUAe KOHLeHTpaTa. TpebyeT pa3sefeHuns.

8.2. MNoparoTtoBka MMMmyHOocopbeHTa

BCKpbITb nakeT ¢ MMMYHOCO6EHTOM. Y CTaHOBUTb B pamKy VMIMMyHoco6eHTa Heobxogmmoe
KO/INYeCcTBO CTPMNOB. Hencnonb3yemble B JaHHOM MOCTAHOBKE CTPUMbI Cpa3y Nnocne BCKPbITUA NnakeTa
C N/IaHLIEeTOM MOMECTUTb B POSIbIMPOBAHHbBIN NAKeT C 3aCTEXKOW Thna «3un-nok». M3 nakeTta yganutb
0CTaTOYHbIN BO34YX, 3aKPbITb 3aCTEXKY, yOpaTb B XONOAU/IbHYIO KaMepy.

XpaHuUTb Hencnonb3oBaHHble CTPUMbI NMpu TemnepaTtype oT 2 o 8°C A0 UCTeYeHUA cpoka
rogHoOCTM Habopa peareHTOB.

PamKy nfaHwerta cpasy nocsfie MCnosb30BaHUA NpombiTe 70% 3TWIOBLIM CAMPTOM U 3aTEM
AUCTUNNNPOBAHHON BOAON. MpoCcyWwnTb, UCNONb3YSA (DMUNbTPOBANbHYIO 6yMary. XpaHuUTb B YNakoBKe
NMPON3BOAUTENSA BMECTE C LPYTMMWN HEUCNO/Ib30BAHHBIMU peareHTamu.

MMMyHOCOP6EHT (CTPUMbI) NCMOMb30BaTb O4HOKPATHO!

8.3. MpurotoBneHne paboyero NPomMbIBOYHOro pacteopa ®Chb-T

BHumaHne! B npouecce XpaHeHWss U TPAHCMNOPTUPOBKM KOHLEHTparta MpPOMbIBOYHOIO
pactBopa ®CB-T(x26) BO3MOXHO BblNajeHne ocagka Conei.

Mpyn Hanuuumn ocagka Bo nakoHe ¢ ®CH-T(x26) BbigepXats npu Temnepatype 37+1®C go
MOHOr0 PacTBOPEHUS CONENA.

Heobxoanmoe Konnyectso paboyero mnpombiBoyHOro pactsopa PCH-T npurotosutb B
cooTBeTCcTBUM C Tabnuuei 3.

Tabnuua 3. NMpuroTosneHne paboyero pacTeopa ®Ch-T

Konuuectso 1 2 3 4 5 6 7 819 10 1un 12

®Chb-T(x26), mn 40 80 120 160 200 240 280 320 360 400 440 50,0
Boga
OVCTHNNPOBAHHASA, 100 200 300 400 500 600 700 800 900 1000 1100 1250
M 1
Pa6ounii NpOMbIBOYHbI pacTBop ®CB-T xpaHWUTL Npu Temnepatype oT 18 go 28°C He 6onee
15 cyToK nnu npu Temnepartype ot 2 go 8°C He 6o0nee 45 cyToK.

Hencnonb3oBaHHbIA KOHLEHTPAT NPpOMbIBOYHOTO pacteopa @ CB-T(X26) XpaHUTb B yNakoBKe
npou3BoAMTeNs Npu Temneparype oT 2 40 8®C 0 UCTeYeHUs CpoKa rofHOCTN Habopa.

9. KAYECTBEHHOE NCCNTEAOBAHWE

9.1. WccnepoBaHuMe CbIBOPOTKY (NiasMbl) KPOBU

Mpoueaypa Ne 1 (ucnonb3oBaHne TCpMoLLeikeoa')

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU 9



aTan

Mpoue, a dTana aHannsa
aHanmsa POLEAYP

MpumeyaHue

1  YCcTaHOBMTb HEOGXOAMMOE KOMMYECTBO CTPUMOB B paMKy MaHLLeTa

BHectv B ofHY nyHKy nnaHweta 100 mkn K(+).
BHecTu B Be NyHKM no 100 mkn K(-).

B ocTtasbHble NyHKM VIMMyHOCOp6eHTa BHeCTU
no 90 mkn PPO (PPO nepes BHeceHVeM
WHTEHCMBHO B360NTaTh),

a 3ateM no 10 MK/ aHanIM3MpyeMblx 06pa3LIoB.
3aKknentb NyHKn VimmyHocopbeHTa (CTpMNoB)
npunaraeMon K Habopy peareHTOB MIEHKOM.

Bblbop NYHOK [AN9  PacrofioKeHUst  KOHTPOsei
npou3BonbHbLIA.  Hanpumep, nyHka ALl-K(+),
NyHKn A2 n A3 - K(-).

Mpn wncnonb3oBaHMM 1 cTpuna  [OMyCKaeTcs
BHeceHue K(-) B 1yHKy.

Bpemsi BHeceHuss 06pas3yoB Mpu MUCMO/b30BaHWN
BCEro njaHLleTa He f0/KHO npesbiwaTts 10 MyH.
Mpy BHeceHWM aHaIM3NpyeMbiX 06pasLoB C
MOMOLLIbIO noslyaBTOMaTU4eCKol MUNeTKM
TLWATENIbHO MNepemeLlaTh COAEePXMMOE NYHOK, npu
3TOM [0/DKHA HabnoaThCs LBETOBas MHAMKAUWSA B
NYHKaX.

HenpasuibHOE COOTHOLUEHME B /IyHKE O0ObEMOB
aHanm3mpyemoro obpasua n PPO MoXeT npuBecTu
K UCK&XXEHWIO pe3ynbTaTta UCCNef0BaHns.

Mpn oWwmnOKe BHECEHWUs aHanM3Mpyemoro obpasua
NyHKa bpakyeTcs. 3anpeLlaeTcs yaaieHne pacTsopa
M3 NTYHKWN C NOCNefytoLM BHECEHNEM B HEe HOBOMO
obpasua

VHKy61poBaTh IMMYHOCOPG6EHT (CTPUMbI) B TeYeHMe 25 MUH.
4 [Ans vHKy6auum ncnonb3oBaTb OPOUTAIbHBIN TEPMOLLEIKEp.
CKOpOCTb BpalLieHns nnaThopMbl Lelikepa: 700 06/MWH.; TemnepaTypa UHKy6aumn: 37+

C nMoMmOLb nNpoMbIBaTeNs A0S  MJaHLWeToB
YOaNUTb COAEPXVMOE TYHOK.
MATb  pa3 MpOMbITb  NAaHWeT  paboynm
pacteopom DCB-T, BHOCA B NiyHKM 400 MKn
pactsopa.
5 JKenosuuma Mexgy 3atanamMmuv OoTMmbiBKM - 30
CeKyH[,
Mo OKOHYaHUW MPOMbIBKMA NpU He0BX0AMMOCTHU
yoanutb  Bnary M3 NyHOK,  MOCTyKuBas
nepeBepHYTbIM MIAHLWETOM MO C/IOXEHHOW B
HECKO/IbKO CNOEB (PUIbTPOBaSIbHOM ByMare.
Bo Bce nyHKN IMMyHocop6eHTa BHecTh rno 100
mkn PK (PK nepef BHeCEHWEM WHTEHCMBHO
6 B360/1TaTh).
3aknentb NyHkn VIMmyHocopbeHTa (CTpUoB)
npunaraemoli K Habopy peareHTOB NIEHKOVA.

BHumaHme! HepocTtaTouHas acnmoanmns XXULKOCTU B
NYHKE MOXET NPUBECTU K UCKaXKeHUIo pesynbTarta
nccnefoBaHus.

MpoussoguTenb peKOMeHAYET UCNOMNL30BATL PEXUM
OTMbIBKM C NEPEKPeCTHON NPUAOHHON acrnvpaLmei.

BHumaHve! He ponyckatb BbICbIXaHWE nywox
mmyHocopbeHTa B nepepbiBe mex,
3aBepLLeHMeM MPOMbIBOK 1 BHECEHWEM PeareHToB.

Bpemsa BHeceHVa PK npu 1Mcnosnb30BaHUM NOSHOIO
MAaHLLIeTa He JO/HKHO MPeBbILaTh 3 MUHYTHI.
BHumaHwe!

Octatkm  PK ©“3  BaHHOYEK  YTWUIU3MPOBATH:
MOBTOPHOE MCMO/Mb30BaHKe 3anpeLleHo!

MHky6upoBaTh IMMYyHOCOP6EHT (CTPUMbI) B TEUEHUE 25 MUH.
7 [ns nHKy6auum ncnonb3oBaTb OPOUTaNbHBIV TEPMOLLIEKE.
CKopocTb BpaLLeHWs niaTthopmbl Lwelikepa: 700 06/MUH.; TeMnepaTypa nHKybauuu: 37+ 1°C

C nmnoMoOLLbl0 MpoMbIBaTeN ANA  MNJIAaHLIETOB
YAANTb COLEPXKMUMOE NYHOK.
MAaTb pa3 MpOMbITb  M/aHWeT  paboyum
pacTBOpPOM
®Cb-T, BHOCA B nyHKM 400 MK/ pacTBopa.
8 JKenosnuma Mexay atanamu OTMmbiBKM - 30
CEKYHL.
MO OKOHYaHWW MPOMbIBKM MPU HEOBXOAMMOCTU
yoaiuTte  Blary U3 JIYHOK,  MOCTYKVBas
MepeBepHYTbIM M/1HLLETOM MO0 C/IOXEHHOW B
HECKO/IbKO CNOEB (IMNbTPOBa/IbHOM Bymare.
Bo Bce nyHku nnaHwerta BHectn no 100 mkn
9 TMB
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BHumaHue! HefoctaTtoyHasa acnvpaums XuaKkocTu B
NYHKe MOXET MPUBECTU K UCKAKEHMIO pesy/brara
nccnefoBaHus.

MpoussoguTens  pekoMeHayeT 1CNonb30BaTh
PEXUM OTMbIBKA C MEPEKPECTHOM MNPUAOHHOW
acnupaumen.

BHumaHne! He ponyckaTb BbICbIXaHWE nywmox
nnaHweTta B MepepbiBe MeX4y 3aBeplUeHuem
NMPOMbIBOK 1 BHECEHWEM peareHTOoB.

Bpema BHeceHMa TMB npu  ucnonbL30BaHUK
MONHOIO nnaHWweTa He [AO/MKHO npesBbiatb 3
MUHYT.
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Bupmanne!
Ocrarxu TMB #©3 BAHHOWEK YTHAUIHPOBATDH:
TOBTOPHOE HCNONE30BAHNME 3AMPELICHO.

Huxybuposars HmmynocopbenT (cTpunm) B
Teuenwe 10 mnn.

10 Jna unxyGauuMM HCNoNE30BaTh OPSHTANBHBIN
TepMomenkep.

Cxopocts ppaniennx wiathopMul inelixepa: 700
ob/vmn.; Tesmepatypa ARKySawmw: 374 1°C

Binouanue!

HaxyGanmio npoBOAMTH B 3AIMINEHHOM OT CBeTa
MecTe

Peaxiio OCTAHOBHTH BHCCCHHCM B KAKIYIO

11 |ayuxy Waynocopbeuta no 100 mkn Cron-
[PEATEHTA.

Bpemx BHECCHAN Crom-peareima npa
HCTIONL30BAHMM TIONHOTO INAHINETR HE AODKHO

OPEsHINATS 3 MHHYT.

Hamepurs offruuecxylo IVIOTHOCTD COAEPAKMMOTO
JYHOK ¢ MOMOIBIO CIEKTPODOTOMETPA NpH
|2 |pmmse BomHM 450 HM, WIH HCOONLIYS JBE
$nnbTpa:
—  OCHOBHOH - 450 AM
— __pedepencuaii — 620-680 nm.

Banmauye!
Vaer peaxip  neoOxoammo mpoMibecTH He
nosfHee, UeM 9cpe3 5 MHH NOCHEC OCTBHOBKH
peaxuHH

Iponeaypa STANS ARAIN3A

pameqanne

1 VeTanosHTh HeoOXOMAMOE KOJIHYSCTEO CTPHIIOB B PAMKY IUTAHIDETA.

Buecti B oany aynxy 100 mxn K(+).
Baectu B ape ayuxu no 100 mxn K(-).

Buifop syHok ans pacnonomeHus xomrposel
npomsonbinill. Hanpuwmep, nynxa Al - K(+),
aynxu A2 u A3 - K(-).

IMpy HCNIONB30BAHHH OAHOIO CTPHIIA AONYCKALTCA
srecenue K(-) » onny nynxy.

B ocTranbHhle NYHKH

paccTH no 99 mxa PPO (PPO =epea
PHECeKHEM NETCHCEBHO B3GOJTATS), A 3aTeM
00 19 MK aHATH3KPYOMBIX 0Opa3LIoB.
3axneuts aynku HumyBocopGenTa (cTpunos)
npHnaracMolt K HaGopy PearcHTOB MCHKOHA,

Bpems BHeceHns ofpasuoB NpH HCTIOAB3OBAHHH
BCEro IVIRHIICTA HE NOJ/DKHO NpeBsitnats 10 sMuH.
Tipn BHECOHHMH aHAMMIHpYeMbX oOpasuos ¢
MNOMOLILIO MONMYaBTOMATHIECKOH MHIETKH
TIIATEIBHO NEPEMEINATh COACPREMOE TYHOK, NPH
3TOM JO/KHA HAGMOAATHCA IBETOBAA HHIMKALMA
B JTYHKAX.

Henpaswisnoe cooTHOWeHne B JyHKe 00neMoB
aHanusMpyemoro ofpasma #  PPO  momer
NPHBCCTH K HCKKEHHIO pesynsrara
HCCNEAOBAHMS.

Tpu oumbxe BHeCSHMA aHATHIUPYeMOro obpasua
AyHka Opaxyercid. 3anmpemaercs  yaaneic
PacTEOpa M3 JIYHKH C NOCHEAYIOMHM BHCCCHHEM B

Hee HoBoro obpasiia.

4 Ja AHKYGaIMH KCNONL3OBATE TEPMOCTAT.
Temneparypa muxybauan: 37+ 1°C,

HaxyOGuposars HmmyuocopbesT (CTpHnsi) B TeucHue 30 mun.

C noMomEpic OpPOMHBATYIA NS MIAHWIETOB
YARIHTD COMCPAKAMOE JTYHOK.

Iars pa3 npoMuTs wmiasmer pabouum
pacteopod PCB-T, BHoCs & ayHKH 400 Mxn
pacTeopa.

5 OKCTIOIHIHA MEXIY 2TANaMH OTMBIBKA — 30

CEKyHH.

Ilo OKOHYAHHH OpPOMBIBKH npu
HeOOXOMHMOCTH YAATHTL RIATY M3 JYHOK,
NOCTYKHMBAX NCPEBCPHYTHIM TUIAHIICTOM N0
cnoxeHnRol B HECKOILKO cnoes

BunmManue! HenocTarounas ACIHPALHA KHAKOCTH
B JIyHKE MOXET NPHUBECTH K MCKIKOHHIO
PEyALTATA HCCNEROBAHMA.

IMpoussogurens  PeKOMCHAYCT  MCNOIbL3OBALbL
POXKHM OTMBIBKH ¢ MEPEKPECTHOH MPBAOCHHON
acnHpalpeii.

Buumanne! He pmorlyckarTh BHICHIXAHME JTYHOK
MISHIIETA B TEpepLIBE MEXAY 3ABEPIICHHUEM
NMPOMBIBOK M BHECCHHCM PCareHTOB.

dumsTpoBansHoM Gymare.
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Bo Bce NiyHkn ViIMMyHOcopbeHTa BHeCTVM Mo Bpems BHeceHMss PK  nmpu  MCMoOMb30BaHMK

100 mkn PK (PK nepes BHeCeHMeM TMOMHOr0 MMaHLWeTa He [O/MKHO npeBblwaTh 3
6 WHTEHCMBHO B360/TaTh). MUHYTbI.

3aknenTtb NyHKU MMmyHocopbeHTa (cTpunos) BHumaHue!

npunaraemon K Habopy peareHToB NAeHKOA. OctaTtkm PK 13 BaHHOYeK YTWIM3MPOBATb:

NMOBTOPHOE MUCMNO/b30BaHWe 3anpeLyeHo!

WHky6mposaTb VIMMyHOCOP6EHT (CTpunbl) B TeueHre 30 MUH.

7 [nsa nHKky6aLmm ncnoib3oBaTb TEPMOCTAT.
Temnepartypa HBKy6aLBH: 37+ 1°C
C nomolplo MNpombIBaTena AnAa niaHweToB BHumMaHue! HefgocTaTouHas acnvnanus XXWKocTu
YOa/Tb COLEP>KUMOE JTYHOK. B JIYHKE MOXET TMPUBECTU K  WCK&KEHUIO
MaTb pa3 nNpPoOMbITb MAaHWeT paboyvMm  pe3ynbTaTa UCC/e0BaHUS.
pacTBopoM MMpon3soauTens pekomeHayet 1CMnosb30oBaThb
®CB-T, BHOCs B yHKM 400 MKN pacTBopa. PEXWM OTMbIBKM C MEPeKpecTHOM NPUAOHHON
8 JKCnosnuma Mexay atanamu OTMbIBKM - 30  acnupaumeil.
CEKYH/. BHumaHne! He pgonyckaTb BbICbIXaHWE nywox
Mo OKOHYaHU\ MPOMbIBKM MpyM nnaHLWeTa B MepepbiBe Mexay 3aBepLUeHViem
Heo6X0AMMOCTU YAaIUTL Bnary W3 JIYHOK, MPOMbIBOK W BHECEHWEM PeareHToB.
MOCTYKMBasA MepeBepHyTLIM MJIaHLIEeTOM M0
C/IOXXEHHOWA B HECKO/bKO CNoeB
(hnnbTpoBasIbHON Bymare.
Bo Bce nyHku VMiMmyHocop6eHTa BHecTu no Bpemsa BHeceHms TMB npu  rcnonb3oBaHum
100 mkn TMB. MOSIHOrO MJjaHWeTa He [O/HKHO npeBbnnatb 3
9 MUHYT.
BHu1MaHwe!
Octatkm TMB 13 BaHHOYEK YTWUAN3UPOBATH:
MOBTOPHOE NCMO/Ib30BaHME 3anpeLleHo.
MHKybuposaTb VMIMMYHOCOP6EHT (CTpunbl) B BHUMaHWe!
TeyeHne 15 MUH. MHKy6aLmio NpoBOAWTL B 3alUMLLEHHOM OT CBeTa
10 [ns nHKy6aLmmn ncnonb3osaTb TepMOCTaT. MecTe
Temnepatypa MHKybaLmu: 37x1°C
(monyckaeTcs MHKy6aUMs NpY  KOMHATHOW
TemnepaType).
PeakumMt0 OCTaHOBWUTb BHECEHMEM B Kaxayto Bpewms BHeceHus Cron-peareHTa npu
11 NYHKY ViIMMyHocop6eHTa no 100 mkn CTon-  UCNO/b30BaHUM MONHOTO MNaHWeTa He AO0/MKHO
peareHTa. MPesbIWaTh 3 MUAHYT.
N3mepuTb OMTUYECKYIO nNoTHOCTL  BHUMaHwe!
COZEPXMMOro NYHOK c MOMOLBD YYeT pearoli HeobXOAMMO MPOU3BECTM  He
1 CMeKTpooTOMETPA NPY A/IVHE BO/HbI 450 HM  NO34Hee, 4eM 4Yepe3 5 MWH MOC/e OCTaHOBKM

UM NCnonb3ys ABa UbTpa:
- OCHOBHOM - 450 HM
- pedhepeHCHbIN - 620-680 HM.

peaKLun.

9.2. WNcnonb3oBaHue NP A-aHanm3aTopos

Hab6op peareHToB «Chlamydia tr.-IgM-UMBUAH-N® A» agantuposaH A1a N00ObIX OTKPbITbIX
NonyaBTOMaTUYeCKUX M aBTOMaTUYECKUX UMMYHO(PEPMEHTHbIX aHa/IM3aTopoB.

Mpouenypy aHanmnsa NPOBOAUTL TakXe, Kak 1 N8 PYYHOW NOCTaHOBKW aHannsa.

Ons cnekTpopOoTOMETPUYECKOTO KOHTPO/S BHECeHUs 06pa3LoB U peareHToB HeobxoAuMMOo
U3MepUTb NYHKM C BHECEHHbIMM o6pas3uamu M pacTBOPOM KOHbKOrata Ha CrnekTpooTOMeTpe npu
ANHe BOMHbI 450 HM. OnTryecKas NAOTHOCTb B 3TUX IYHKaxX A0MXKHa 6biTb He MeHbLue 0,070.

10. PACYETHI

Pe3ynbTatbl PerMcTpupytoT Npu MOMOLM CMeKTPOhOTOMETPA BEPTUKANLHOIO CKaHWPOBaHUS.
OnTuyeckyto nnotHocTb (Ol1) mM3mepardT Npu gAnHEe BOJMIHbI 450 HM MAM MCNoNb3ys ABa QuabTpa:
450 HM (OCHOBHOW (hmnbTp) 1 620-680 HM (pedepeHCHbI GunbTp).

HyneBoli ypoBeHb («6M1aHK») 3a4al0T MO BO3AYXY.

10.1. TlokasaTenn NpaBUILHOCTU onpeaeneHns
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10.1.1. 3nauenne OI1 B synke ¢ K(+) nomkHo 6erte He Meree 1,000.
10.1.2. Ins ompenesneHHs COOTBETCTBHA MOJYYEHHBIX pPE3y/lbTATOB H3MEPEHHH KPHTCpHAM
NPaBWILHOCTH TeCTa pacCYMTLIBAIOT cpeaHee 3Ha4deHHe OI1 B mynkax ¢ K(-) no popmyie:

Cpennee 3nagenne OIT K(-)¢p momkHO 60Th He 60n1ee 0,200 o0.€.

Ilpu ucnone3oBanu 1 crpuna sHavenne OI1 K(-)., cpeanee He onpenensior, 3HaueHue Oll s
nynke ¢ K(-) nomxso 6uiTh He 6onee 0,200 o.e.

10.1.3. Ecnu  monydennsie 3HaweHHs OIl B ayHkax ¢ KOHTPOJILHHIMH oOpasiiaMH He
COOTBETCTBYIOT KPHTEPHSM NpPaBHIBHOCTH TECTa, pe3y/NbTaThl TECTA HE y4HTHIBalOT. Mccnenonanue
MPOBOJAT NMOBTOPHO.

10.2. Pac4er KpHTHYECKOro YPOBHS

Paccaurars OIT kputiaeckuit ypoensb Ol (cut off):

Ollypur = OT K(=)p + 0,200*.
[Ipu HCnoONB30BaHHH OJHOTO CTPHIMA:
Ol = OI K(-) + 0,200*.
*0,200 — xo3ghpuyuenm, onpedenennvii MemoooM cmamucmuueckou obpabomxu pe3yrbmamoe
uccaedosanuli Ha npeonpusmuu-u3zomosumene.
W paccuuTatite koapunuenT nosurusHoctH (KIT):

Kl = Mosp.
OMypur

10.3. HHTepmperanus pe3yJbTaATOB

Ecnr OIl anamsmpyemoro ofpasua mespme (<) Ollgw (wm KII<0,8), pesymerar
HcenenoBaHHa ofpasua CYMTAlOT OTpHUATeNbHRIM: aHTHTena Kk Chlamydia trachomatis nHe
o6OHapYKeHE.

Eciu OIl1 amanmusupyemoro obpasua Gomeme wm paBHo (2) 1,2xOllg (ama KI1>1,2),
PE3yBTAT HCCIACAOBAaHHA o0pasua CUMTAIOT MONOXHTEALHBIM: aHTHTeNa Kk Chlamydia trachomatis
oOHapyX€eHH.

Ecim OIl anamasupyeMoro o6pasua Haxoautes B auana3one oT 0,8 x OIlkput m0 1,2 X Ol
pe3yJIbTaT HCClleoBaHUs 00paslia CYHTAlOT HEOMpEAENEeHHBM: HeOOXOOMMO IMPOBECTH MOBTOPHOC
HccnenoBanne ofpasnma, B3ATOro 4Yepe3 2-4 Heaed. B cioydac DOBTOPHOrO  MOMYYEHHS
HEOIIpe/IeJICHHOIO pe3yJibTaTa, obpasell clieAyeT CIHTaTh OTPHIATENbHIM.

11. YTHJIH3AIIMA OTXOAO0B

11.1. YHHYTOXEHHE H YTHJIHM3aLMIO HaGOPOB peareHTOB ClieqyeT NPOBOMHTL B COOTBETCTBHH
¢ CanlTrH 2.1.3684-21 «CaHHTapHO-3IHAEMHONOrHIeCKHE TPeGOBaHHA K COJCPXaHHIO TEPPHTOPHA
TOPOACKHX H CeJBCKHX MocelleHHi, K BOAHHIM O00beKkTaM, NHTLEBOH BOJE H MHTHEBOMY
BOJIOCHaOXEHHIO, aTMocepHOMYy BO3AYXy, MOYBAM, XHJIKM [OMEMEHHAM, 3KCILTYaTallHH
NMPOH3BOJACTBEHHBIX, OOMIECTBEHHHIX NOMEMIECHHH, OpraHM3alMH H @POBEACHHIO CAHHTAapHO-
IPOTHBOSMHAEMHOJIOrHYeCKHX (MpoduiakTHIeCKHX) MeponpraTHii» B MY-287-113 «Meroauueckne
yKazaHHd 0O Je3HH(EeKIHH, MNpeJCTEPHWIH3aHOHHOR OYHMCTKE M CTCpPHWIH3AlHH H3JCTHi
MEHIHHCKOro Ha3HA9CHHA ).

11.2. Bce nmpoMuIBHBIE pacTBOpH, cOOpaHHBE B ClICMHANLHLIA KOHTelHiHep H o6paboTaHHbBIE
Ae3UHPAUMPYIOIHMMH CpeACTBAMH, pa3pelleHHBIMH IJis NpPHMEHEHHS Ha TeppuTopHd P® B
YCTaHOBJICHHOM NOpAJKE, CIEAyeT YTHIH3HPOBAaTh Kak OTXOAK Kiacca B.

11.3. Bce TBepmmie oTxoan, coOpaHHHE B CNemHAIBHBIA KOHTelHep, obe33apaxkeHHHIE B
cootBeTcTBHH ¢ TpeGoBaHHuAMH CanllnH 2.1.3684-21 «CannTapHo-3nMaeMHONIOrHYECKHE TpeOOBaHHSA
K CONICP)KaHHIO TEPPHTOPHA rOPOACKHX H CEIBCKHX NOCeeHH, K BOAHBIM 00beKTaM, MHTHEBOH BOAE
H IHTHEBOMY BOAOCHaOXEHMIO, aTMOCQEpHOMY BO3OyXY, IIOYBaM, O KHJILIM IOMEMEHHSM,
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SKCIUTYATallMH TMPOM3BOACTBEHHHIX, OOINECTBEHHEIX MOMEMCHAl, OpraHM3alH H IPOBEACHHIO
CAHHTAPHO-NPOTHBOSIHACMHONOTHYECKHX  (DpodHIAKTHUECKHX)  MEPOMPHSTHI»,  CleAyer
YTHIH3UPOBATD KAk OTXO/H kiacca B.

11.4. Hencnom3oBaHHNE HA0OpH pearcHTOB ¢ HCTEKIIEM CPOKOM TONHOCTH NepeR
YTHIR3ALUHEH CleayeT pa3yKOMIUICKTOBATS.

11.5. Hencnomp3oBaHHLI KOHNCHTPAT MPOMEIBOYHOIO PacTBopa CICAYET YTHAH3HPOBATH,
KAaK OTXOZBI K/Iacca A,

11.6. Hemcnom3oBarHble NMOMOXKHTENBHHCE H OTPHIATCALHEE KOHTPONE Habopa, pacTBop
KOHBIOraTa H HMMYBOCOPOEHT cneftyer obessapakubars ¥ YTHIH3HPOBATH, KAK MCAAIHHCKHC OTXOMH
Knacca B.

11.7. Hencnome3opanHaic TMB # Crom-peareHT CieflyeT YTHIH3HPORaTb, KaK OTXOOM
xnacca I

11.8. YTrmm3emmas NIpOBOAHTCHS CRENMATHIMPOBAHAHIMH OpPTaHM3AIMAMHA, KOTOPHE HMCIOT
JAMICH3MIO HA NMPABO YTHAA3AUHMA MEIUIHHCKAX OTXO/OB.

12 OrPAHHYEHHE TECTA

Cneyer NOMHHTD, ITO pe3y/IbTATHI TECTEPOBAHHKSA HA AHTHTENA He MOTYT GHITH €AMHCTBCHHEIM
KPHTEPHEM Ui AHATHOCTHKE WIH HCKIOYeRNS cHpHmICc, WIH AN OOPEACHCHUS CTaTyca HH(eKImH.

OTpUUATENBHE Pe3YNLTAT HCCACNOBAHMA OPH HANMYME HEGHIMPOBAHHS XAAMHAHO30M
BO3MOXKCH:

~ Y NAHEHTOB CO CNalhIM HNMYHHBIM OTBETOM (COCTOSHHE RMMYHOCYIIPCCCHH).

13. CPOKTOJHOCTH, YCJOBHA TPAHCIIOPTHPOBAHHA H XPAHEHHSA
Tabnuya 6. Cpox 200H0CMu, YCROGUR MPANCROPMUDOSAHUR ¥ XPAHEHUR Habopa peazenmoe u
KOMROHERMO6

Ilapamerp Ilepnon Ycnosan
Cpox rogsoctu Habopa | 24 mecama XPaHHTh B YIAKOBKe DPOH3BOSHTCIA B
PCarcHToB CYXOM, 3aMIICHAOM OT CBETA MecTe, IpH
TeMmeparype or 2 ao 8°C.
Bunmanme! 3aMopaXHBAHHC He
ACTYCKaeTeS
TpancmopTupoBka B TeYeHHe  CpOKa | Opm TeMmepaType ot 2 o 8° C
TOXHOCTH
10 cyTok npu TeMneparype or 9 xo 28°C
BckpHTHIE  KOMIIOHEHTH: | B TEYCHHC  CPOKa | XPRHHTH B YNAKOBKC NPOH3BONHTCAS B
KH#), K(-), PCB-T(x26), | romaocTs HaGopa | CyXoM, 3aNMIMENHOM OT CBETA MECTC, IpH
TMB, PK, PPO, Cron- | pearcuro TeMneparype or 2 go 8° C
pearent, HMmynocopbenr
Pabounit NpOMHBOTHE | He Gonee 15 cyTok npH Temneparype or 18 o 28°C
pacteop ®CB-T ne Gonee 45 cyrok npH TeMnepatype ot 2 o 8°C

14. TAPAHTHHHEIE OBSI3ATEJLCTBA

IlpoM3BOANTENs rapaHTHPYET COOTBCTCTBHe HaGopa pearenTop «Chlamydia tr.-IgM-
HUMBHUAH-U®A» TpeSopannaM HOPMATHRHON H TeXHHISCKOH AOKYMEHTAIIHH, 8 TAKKe Ka4uecTBO H
GesonacHOCTL MPOAYKTA B TCUCHHRE BOETO CPOKA TORHOCTH.

Pexnamauuyu Ha cuennduueckue n dpmamdeckue csoficrea Habopa pearenrop «Chlamydia tr.-
IgM-UMBHAH-HU®A» sanparnats mo aapecy mpeampusrus-usrorosurens: 000 «AMBHUAH JIAB»,
630559, Poccnx, HosocaGmpcxan obnacts, r.o. paboumit moc&nox Komenoso, pn Kombnoro, yn
Canosai, 2. 2/7, arax 2, nomdent. 2, Tei.: +7 (383) 209 34 54, info@imbian.ru, www.imbian.ru.

15. ®OPMA NIOJAYHA PEKJIAMAIMH
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Ana npoBefeHUs paccnefoBaHWs U MNOAYYEeHUA OOBEKTUBHBLIX BbIBOLOB MO 3afBNEHHOWA
peknamalmm Heo6XoANMO MpefoCTaBUTh:

- peknamauuoHHbI Habop peareHToB (NPU HaINM4YUKU) C COMPOBOAMTE/IbHBIM MUCHMOM,
cofepxawmmMm NHPOPMAaL IO 0 BbISIB/IEHHbIX HECOOTBETCTBUAX;

- uccnegyemble 06pasybl;

- MPOTOKOAbl WCCNeA0BaHWA, BbIMONHEHHbIX APYrMM MeToAoM (yKasaTb HauWMeHOBaHue,
Ceputo, CPOK rofiHOCTN Habopa);

- MPOTOKOAbl WCCNef0BaHWA, BbLUOMIHEHHbIX pe(epeHCHbIM Habopom - 6ol Habop
peareHTOB AN UMMYHO(EPMEHTHOrO BbiiBNeHMs aHTUTen knacca M (IgM) k Chlamydia trachomatis,
MMeKLWNin perncTpaunoHHoe yaoctoBepeHue Poccuitickoin depepauun (ykasaTb HauMeHOBaHWe,
Cepuio, CPOK rofHOCTN Habopa).

16. CMMBO/Ibl MAPKNPOBKW
Tabnumya 7. CMBO/bI, NPUMEHSEMbIE NPU MapPKUPOBKeE

CumBon HanmeHoBaHMe cumBona Cumson HanmeHoBaHne cumBona
Mcnonb3oBatb 40 3anpeTt Ha NOBTOPHOE NPUMEHEHNE
S
Jata n3rotoeneHuns M3roTtosuTesnb
m J
LOT Kopg cepuun He gonyckaTb BO3feiACTBUA
COMHEYHOro cBeTa
Homep no katanory CofepXnUmoro foctatoyHo ans 96
n onpeaeneHni
CofepX1MmMoro 4ocTaTouHO AN CofepX1Mmoro 4oCTaTo4HO And
w ¥ o
V192 192 onpegeneHnin v 480 onpegeneHnn
Ob6patnTech K MHCTPYKLUN NO MeauumHcKoe nsgenne ans
0 3 MPUMEHEHNIO 7 ANarHocTuKK in vitro
Mpepen TemnepaTypsbl He ncnonb3oBarts npu
(§8) NoBPeXeHUN YNaKoBKK
Bepeub o1 Bnaru Buonorunyecknii puck

H302: BpegHo npu npornaTtbiBaHUM
< 1> H315: IMpw nonagaHUn Ha KOXY BbI3bIBAET pasgpaxKeHune
H319: MNpwn nonagaHnu B rnasa Bbi3biBaeT BbipaXXeHHOE pasfpaxeHune

17. W TPNXKOA

Ne KOmMnNneKTa W tpux-kop
KomnnekT 1 4 620102 803017
Komnnekr 2 4 620102 803024
Komnnekr 3 4 620102 803031
Paspab6oTan [.B. bytopun
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ITpoIHypOBaHO, NPOHYMEPOBRHO
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