«YTBEPXKIAIO»
IeHepanbHHE ARPEKTOP
000 «<UIMBHAH JIAb»

HaGop peareaToB A1 HMMYHO$CPMCHTROIO OUPEACACHES ummynoriaobysmaon kaacea G (IgG)
x Chlamydia trachomatis 8 chiBOpOTKe (0N123M€) KPOBH
«Chlamydia tr.-IgG-UIMBHAH-H®A», TY 21.20.23-149-41390295-2022

1. OBIIASA HHPOPMAIIMA
1.1. Ha3nauenue sabopa
HaGop pearenToB AIf HMMYHO(HEDMEHTHOTO ONpEACNCHHA amMyHOrnoGynuHos knacca G
(1gG) k Chlamydia trachomatis B crBOpoTXe (IIa3ME) KPOBH HEJIOBCKA «Chlamydia tr.-IgG-
UMBUAH-U®DA», TY 21.20.23-149-41390295-2022 npeanasHader AN8 KATCCTBEHHOTO BHABICHHA
anTeTen knacca G (IgG) x anmarenam Chlamydia trachomatis B CHIBOPOTKE H MUIA3ME (c renapuHOM,
mutparoM Hatpus B DJ[TA) xpoBE 9eNOBCKa H ONpPENCNCHHA HX THTPE METOZIOM TBepRodazHOro
HempaMoTo AMMyHO(epMenTHOTO ananusa (MDA).
Habop pearerrros «Chlamydia tr.-lgG-UIMBAAH-H®A» pexoMEHAYETCR IPHMERATS:
— KaK BCTIOMOTATSIBHOE CPEACTBO AAArHOCTHKH XIaMHIHO38;
. — nns obcnenosannit Ha Hamrme 1gG auturen k Chlamydia trachomatis
- ana  mudbepeHmmansHofl  AMATHOCTAKH  XTAMHJHO3HOH HHpEKIIHH H JpYruX
HH(EKIHOHHEIX 3a60/eBaHuH MOYEHIONOBEIX MYTeH;
- NpA [JAHHPOBaHHH OEPEeMEHHOCTH MNA HCKMOYCHHA nudunxnposaans Chlamydia
trachomatis.
TlomynsuMouEsie A AeMorpaduueckHe acmexTsl TNPHMCHEHAN HIACIMA. Buspnenue IgG
antaTen k Chlamydia trachomatis nenecooGpasto NPOBOARTE Y CIIEAYIOMAX TPYN HACCCHHS:
— CeKCyanbHO AQKTHMBHEHE JIOAHW WM JIOAH ¢ NOAO3pEHHEM Ha 3aGonepanus
nepenaonmecs nonossm myrem (3THI).
ToNsko IS IAArBOCTHKH in vitro.
1.2. O6aacTe DpEMeHeRNd — KTHEAYECKAs TabopaTopHas THArHOCTHKA.
1.3. Ilpeanazna<iennbii D0NL3OBATENL
Habop npeanasnaveH Jnd NpodecCHOHANTEHOTO NPMMEHEHHS B KnEMeckolt naGoparopHoit
JBATHOCTEKE CHeHabH0 OGydCHHEIM MEPCOBANOM C BHICIIHM WM CPSIHHM MCAMUMHCKAM, WiIH
GHONOTHYECKHM 05pasoBaHKeM, IPOLICANIHM MOArOTOBKY Ha JMICHIMPOBAABLIX KypCax nepsudHON
crenMayA3aIMK 00 pafoTe ¢ MATOreHHBIME JUIS 9ENOBeKa MHKDOOPTAHM3MAMK M IIONydHBIIHM
NOHONHUTENbHOE cnenuanbioe ofpazopaHie Ha KypCaX NOBHIULCHAR xpampuxawmm, Tpebopanus
He30nacHOCTH K MEARIHHCKIM naboparopasaM npusesens B FOCT P 52905-2007.

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH METMLIMHCKUX U3REMM 1
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XAPAKTEPUCTUKA N3AESTNA

CocTas Habopa peareHToB NpeAcTas/eH B Tabnuue 1

OnuncaHne KOMMNOHEHTA

3anasHHbIi B (hOMbrMPOBAHHbLIA  NaKeT
TMna «3UM-/I0K» 96-1yHOYHbI
pa3bopHbIA A0 NYHOK MOMUCTUPOOBbIN
nNaHWweT  ANg  UMMYHOJIOTMYECKMX
peakumin ¢ nnockum gHom (12 ctpunos
Mo 8 NyHOK) C CcopbupoBaHHbIMM
PEKOMOVHAHTHBLIMU aHTUreHamu,
NOEHTUYHBIMM Genky Hapy>XHOM
memopaHbl MOMP, nentngy E-78 n
nnasmMugHomy 6enky Pgp3 Chlamydia
trachomatis.
HaKT1BMPOBaHHBIA
KOHTPO/IbHbIA 06paseLl,
Ha oCHOBe CbIBOPOTKM KPOBWU YesioBeka,
cofepXalleil aHTUTena K Chlamydia
trachomatis.

Copep>xuT npoknun-300 (0,1%).
Mpo3payHas >XMAKOCTb XKENTOoro LBeTa.
['0TOB K NPUMEHEHWIO.
NHaKT1BMPOBaHHbII
KOHTPO/bHBbIN 06paseLl,
Ha OCHOBe CbIBOPOTKM KPOBW YesioBeKa,
He cofepxalleil aHTuTena K Chlamydia
trachomatis.

Copfep>xuT npoknmH-300 (0,1 Yo).
Mpo3payHast XXMAKOCTb CUHEro LiBeTa.
COTOB K NPUMEHEHNIO.

KOHLeHTpaT MpPOMbIBOYHOIO pPacTBopa,
26-KpaTHbIA.

MONOXKUTENbHBIN

OTpULATENbHBbII

Cofep>XKMT KOHUeHTpaT dQocdaTHO-
conesoro bydgepa, 6eH30aT HaTpus
(0,5%).
Cnerka onanecuppytowlas, 6ecupeTHas
XWAKOCTb, BO3MOXXHO BblNnageHune
ocajka.

TpebyeT pasBefeHus.

PacTBop A1 pa3sefeHns 06pasLoB.
Onanecumpyrollas XnaKoctb OT CUHEro
[0  (ronetoBoro  UBeTa, BO3MOXHO
BbiMNageHMe O0cCaaKa, Wc4e3atoLlero rpu
BCTPAXNBaHUN.

[f0TOB K MPUMEHEHWNIO.

PaCTBop KOHbHOraTta.
CmeCb  MbILWNHBIX
aHTUTEN  MpoTUB
NepoKCcMAa3oln XpeHa.
Copep>xuT ochaTHO-coneson 6ydep,
cTabunnsaTopsl, heHon (0,2%).

MOHOKJ/TOHa/IbHbIX
lgG uenoBeka C
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Komnnekt 1 Komnnekt 2 Komnnekrt 3
9 a.

1w 2 L. S L.
1 dhnakoH 2 (hnakoHa 1 (hnakoH
(2,0 mn) (2,0 mn) (10,0 mn)
1dnakoH 2 hakoHa 1 ¢pnakoH
(2,0 mn) (2,0 mn) (10,0 mn)
1 dnakoH 2 (hrakoHa 1 dpnakoH
(50,0 mn) (50,0 mn) (250,0 mn)
1 dhnakoH 2 (pnakoHa 1 (hnakoH
(20,0 mn) (20,0 mn) (100,0 mnm)
1 ¢hnakoH 2 (pnakoHa 1 chnakoH
(13,0 mn) (13,0 mn) (60,0 mn)
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Mpo3payHas XMAKOCTb 3e/1eHOr0 LBETa,

BO3MOXXHO BbllMageHne ocaflKa,

MCYEe3atoLLIEro NPU BCTPSAXMBAHUMN.

['0TOB K NPUMEHEHNIO.

PacTBop TeTpameTuI6eH3NANHA.

Copep>XuT TeTpaMeTUNOeH3NAMH,
TMb cTabunusaTopbl, AUMETUNCYNbHOKCUL,.

Mpo3payHas 6ecLBETHas XNAKOCTb.

[f0TOB K MPUMEHEHWNIO.

Cofep>XuUT  KUCNOTY  CepHYH (1,0

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

Cron- MONL/MNTP). 1 dnakoH 2 (hnakoHa 1 dhnakoH
peareHT  [lpo3payHas GecLBeTHasA XWAKOCT. (13,0 mn) (13,0 mn) (60,0 mn)
"0TOB K NMPUMEHEHMIO.
[MneHKa Ana 3aKnenBaHNA nnaHLweTa 3 T, 6 L. 15 wr.
BaHHOUKW And peareHToB 3 L. 6 L. 15 wr.
HakoHeUYHNKKN NSt NUNETOK 24 . 48 . 120 wi.
VHCTpYKUMSA No NpYMeHeHWIO Habopa peareHToB 1. 1w 1.

B KOMIM/IEKT KaXXA0A MOCTaBKU [AO/KEH BXOAMTb MAacrnopT KayecTBa B O4HOM 3K3eMMaspe
He3aBMCUMO OT KO/IMYeCcTBa HAb0pOB peareHTOB B MOCTaBKe.

2.2.  Yucno aHanu3npyemblX npob

Habop peareHTOB paccuMTaH Ha 96 onpegeneHnin (komnnekt 1), 192 onpegeneHns
(komnnekT 2) 1 480 onpeseneHnin (KOMNNekT 3), BK/IKOYas KOHTPO/bHbIE 06pasLibl, C UCMO/b30BaHNEM
aHasm3aTopa aBTOMaTUYeCKOro UMMYHO(EPMEHTHOrO OTKPLITOrO TWMa WM C MOMOLLBI0 PyYnuil
MOCTaHOBKM aHannsa.

B0O3MOXHbI OTAeNbHbIE HE3aBUCMMble MOCTAaHOBKW aHaim3a C Heob6XOAMMbIM KONNYECTBOM
cTpunos VIMMyHocop6eHTa.

PacTtBopbl peareHToB ®CB-T(x26), PPO 1 CTOM-peareHT ABNAKOTCA YHU(ULMPOBAHHBLIMY
HecneLnpuyecKMMmn KOMMOHEHTaMM HabopaMm peareHTOB Y MOTYT NPUMEHSTLCA NS UCCef0BaHNs B
NtoBbIX cepusax HabopoB peareHToB.

2.3. [MpuHUMN metoda

MpuvHUMN feicTBUs Habopa peareHTOB - HenpsaMOW [BYXCTaAWMHBIA UMMYHO(EPMEHTHBIA
aHasm3. Ha noBepxHOCTU NYHOK MOMMCTMPO/IOBOrO MnaHLeTa CcopbupoBaHbl PEKOMOWHAHTHbIE
aHTUreHbl MAEHTUYHbIMK GeNKy Hapy)XHoin membpaHbl MOMP, nentuay E-78 n nnasmmaHomy 6enky
Pgp3 Chlamydia trachomatis. B NYHKM BHOCATCA KOHTPO/bHbIE W aHanM3npyemMble o6pasubl. Mpu
Hamumnm B obpasuax cneuuyduyecknx 1gG aHTUTeNn K Chlamydia trachomatis 06pa3yeTcs KOMIMIEKC
aHTUreH-aHTUTENO, BbLISBNSEMbIA MOCPEACTBOM Nocnegyroweii HKybauum ¢ PK (CMecb MbIWMHBIX
MOHOK/IOHa/IbHbIX aHTUTeN NpoTue IgG aHTUTEN YenioBeKa C Nepokcngason xpeHa). Mpu fobasneHnn
TMB B pesynbtare (epMeHTaTUBHOM peakuuy COLEPXMMOE JIYHOK MNjaHLeTa OKpallMBaeTCs.
depmeHTaTMBHAA peakLmna ocTaHaBNMBaeTCA BHeceHMeM CTon-peareHTa.

3. XAPAKTEPNCTUKN HABOPA PEATEHTOB

3.1. AHanuTU4YecKne xapakTepucTKu

3.1.1. YyBCcTBUTENBHOCTbL Habopa peareHToB

UyBCTBUTENBHOCTL  Habopa peareHToB  «Chlamydia tr.-lgG-IMBUAH-N®A»  npu
MCCNefoBaHUN Ha KOHTPO/IbHOM MNaHesn CbiBOPOTOK «AHTU-Chlamydia tr.-KOHTpO/IbHas nNaHesb
CbIBOPOTOK» (PUL, PTM, Poccus) coctasnset 100%.
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3.1.2. CneungunyHoCcTb Habopa peareHToB

CneundumyHocTb Habopa peareHToB «Chlamydia tr.-IgG-MUMBUAH-U®A» npu nccnegosaHnm
Ha KOHTPO/NbHOW NaHenu CbIBOPOTOK «AHTU-Chlamydia tr.-KOHTPOMbHast NaHeb CbIBOPOTOK» (PUL,
®TM, Poccus) coctaBnset 100%.

3.1.3. TloBTOpPsAEMOCTb

B pamkax npoBeAeHWs BHYTPEHHWUX WCMbITaHWIA MOBTOPAEMOCTb Ornpeaensnacb N8 Tpex
NOMOXMTENbHbIX 06pa3LoB B 30 NOBTOpPaxX Ha AEBATM cepusx Habopa peareHToB «Chlamydia tr.-IgO-
NMBUAH-NDA». BHYTPUCEPUIAHBIA 1 MEXCEPUINHBIA KOIM(PULMEHTLI Bapuauumn namepeHns Ol He
npesbicnin 8%.

3.1.4. TpaBunILHOCTb

MpaBUILHOCTL OMNpefesieHNs MOMOXUTENIbHOTO KOHTPOMA B XOfe MNPOBELEHWUA BHYTPEHHMUX
MCMbITaHUI Habopa peareHTOB cocTasuna 100%.

3.2.  [narHoctuyeckue xapaKTepucTmkm

3.2.1. TlepeKpecTHas peakTUBHOCTb

B pamkax npoBefeHWst K/IMHWYECKMX WCMbITAaHWIA MEepeKpecTHY peakTUBHOCTb Habopa
peareHTOB u3yyasm Ha 180 3aBefOMO OTpULATENbHbLIX CbIBOPOTKAX KPOBW YesioBeKa M3 XpaHuiuvuia
Kposn ®PLLL dTM, He cofepawmx aHTUTeNa K Chlamydia trachomatis W COAepXKalLMX aHTUTeNa K
Pa3IMYHbIM MHMEKLUMOHHBIM areHTam - Borrelia burgdorferi, Trichomonas vaginalis, Treponema
Pallidum, BMPYCY MPOCTOro reprneca, Bupycy renatuta B, supycy renatuta C, BNY-12; a Takxke
npobam, cofepXKaLiyM peBMaTonaHbIN hakTop U Npo6aM OT 6epeMeHHbIX YKEHLLVH.

Pesynbtatbl DA noKasav, 4TO JIOXKHOMOMOXUTeNbHbIe pe3ynbTaTtbl MPU  MPUMEHEHWUN
Habopa OTCYTCTBYHOT.

3.2.2. VIHTepthepupytoLLMe BelLleCcTBa

B pamkax KIMHUYECKMX WCMNbITAaHUA OLEHKY B/IMAHUA WHTEPEpMPYIOWMX BELLECTB Ha
pe3ynbtaTt aHaimsa Habopa «Chlamydia tr.-lgG-MIMBUAH-N®A» npoBogunn Ha ob6pasuax
CbIBOPOTKM KPOBW YenoBeKa, CoAepXaLlux 1 He CoAepXKaLlmx aHTuTeNna K Chlamydia trachomatis.

Ha pesynbTaT aHa/im3a He OKasblBalT BAUAHWME remornobuH (go 300,0 r/n), 6unnpy6buH (oo
300.0 mr/n), xonectepuH (go 4,0 r/n), obwmin 6enok (mo 150,0 r/n), rnoko3a (4o 2,0 ),
Tpurnmuepuas! (go 10,0 r/n), ataHon (2,0 r/n), mono4vHas kucnota (4o 400,0 mr/n) n mo4yeBmHa (40
800.0 Mr/n) B KNIMHNYeCKNX obpasuax.

3.2.3. OKBUBAJIEHTHOCTb

B pamKax KIMHUYECKMX WCMbITaHWA OLEeHKY 3KBMBa/IEHTHOCTM pe3y/nbTaToB aHa/M3a Habopa

«Chlamydia tr.-IgG-IMBUAH-N®A», NonyyeHHbIX MPU MOCTAHOBKE aHa/M3a Ha CbIBOPOTKE W
nniasMe KpoBW YenoBeka (C renapuHoM, uutpatom Hatpus (3,2%) n 34 TA), NoNyYeHHbIX OT OAHOIO U
TOrO Xe MaumeHTa, COfepXalunxX W He COAepKalimX aHTuTena K Chlamydia trachomatis, MeTonmM
MDA npu noctaHoBke no npoueaype Nel (TepmoLeikep) 1 npoueaype Ne2 (TepmocTar).

3.2.4. BocnpoussogmmocTb

[nsa onpefeneHnss BOCMPOM3BOAMMOCTM aHasm3a Oblna NpoBefeHa OLEeHKa pesy/bTaToB
MOBTOPSEMOCTU aHanM3a B Tpex fabopatopusx: MNpoBefeHWe npeBapuTeNibHbIX WUCMbITaHUA B
nabopatopun 3KCMEPUMEHTANbHOIO MOAENMPOBaHWUA W MaToreHesa WHMEKLMOHHbK 3ab60/1eBaHi
dUL, PTM, npoBeaeHUe TeEXHUYECKMX ucnbiTaHuin B OO0 «BbIMMEN-MEALEHTP» 1 nposeaeHue
KNMHUYECKMX UcnbiTaHni B EM3U dULL OTM.

BHYTPUCEPUIAHBIA N MEXCEPUIHBIA KOI(ULMEHTbI Bapuraumn pe3ynbTaToB Npu onpeaeneHnm

aHTUTeNn K Chlamydia trachomatis He npesbIWaeT 8,0%.
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3.2.5. [unarHocTtuyeckas 4YyBCTBUTE/IbHOCTb

B xofe KNMHUKO-1abopaTopHbIX UCMbITaHWUIA AMarHOCTUYECKYHO YYBCTBUTE/IbHOCTb BbISB/EHWS
aHTuTen k Chlamydia trachomatis onpefensnn Ha 224 NonoXuTenbHbIX 06pasyax, nokasaHa 100%
4yBCTBUTENLHOCTL (B 95%, AWN: 98,67% —100%).

3.2.6. [marHoctuyeckas cneumpmuyHoCTb

B xo4e KIMHUKO-NabopaTopHbIX WUCMbITAHUN AUArHOCTUYECKYH CMeLUpUYHOCTb BbISBEHUS
aHTuTen K Chlamydia trachomatis onpegensnn Ha 390 oTpuuaTenbHbIX obpasuyax, nokasaHa 100%
cneuymgmyuHocTtb (4B 95%, AN; 99,24% - 100%).

3.2.7. CrabwibHOCTb

B pamkax BHYTPEHHUX MWCMbITaHWIA NpPOBefeHa OLUEHKa CTabunbHOCTU N8 MOATBEPXKAEHUA
CpOKa rogHoOCTK 1 ycnoBuin xpaHeHusi Habopa «Clilaniydia tr.-IgG-MIMBUAH-N®A».

B pesynbrate ycTtaHoBneHo, Habop «Chlamydia tr.-lgG-UMBUAH-U®A» coxpaHseT
CTabuIbHOCTb NpKW TemnepaType XpaHeHus oT 2 Ao 8°C B TeueHue Cpoka rogHocTu (24 mecsueB) U B
TeyeHne 1 wMecAua MOCMe OKOHYaHWA CPOKa TOAHOCTW; COXpaHsAeT CTabWibHOCTL nocrne
TPaHCNOPTUPOBKM Npy Temnepatype oT 2 o 28°C B TeueHUM 10 CYTOK ¥ fabHEMLLEro XpaHeHWs npu
TemnepaType OT 2 fo 8°C B TeyeHMe Cpoka rogHocTu (24 mecsua) U B TedyeHue 1 mecsua nocne
OKOHYaHWsA CpoKa rO4HOCTW; COXpaHseT CTabWIbHOCTb MOC/e BCKPbITUA KOMMOHEHTOB Habopa

peareHTOB 1 XpaHeHNs KX Npu Temnepartype ot 2 o 8°C B TeyeHMe CpoKa rogHocTu (24 mecsaua) 1 B
TeyeHne 1 Mecsua nocse OKOHYaHUs Cpoka rogHoCTy.

BosgelicTBre TemnepaTypbl He Bbille 28°C B TeyeHne 10 CyTOK He BAMSIET Ha XapaKTepUCTUKK
Habopa peareHTOB. [JonycKaeTcs TPaHCNOPTMPOBaHUe Npu TemnepaType He Bbille 28°C B TeueHue 10
CYTOK.

Paboumnin NpoMbIBOYHbIN pacTBop ®CB-T XpaHUTCS B TedeHre 15 CyToK npu Temnepatype oT 18
[0 28°C nnu 45 cyTok npu Temnepatype oT 2 o 8°C.

4. MEPbI MPEAOCTOPOXHOCTW

4.1. TloTeHUManbHbIA PUCK MNPUMeHeHMs Habopa peareHTOB Mo HOMeHKNaTypHOM
Knaccupukaumm  MeauUMHCKUX  U3OENWIA,  yTBEpXKAeHHON [lpukasom MuH3gpaBa PoccuiAckol
®epnepaumm Ne 4H 0T 6 noHA 2012 roga —knacc 26.

4.2. Habop peareHTOB MpefHasHayeH TONIbKO 415 MPOKECCUOHAIBHONO WCMO/Mb30BaHWS.
PaboTy creflyeT NpoBOAWTL B CrneuuaibHO 0060pyA0BaHHOM NMOMELLEHMN 1abopaTopun, OTBeYatoLLER
Tpe6oBaHuaM CaHlMuH 3.3686-21 «CaHMTapHO-3MMAEMUONOrMyeckne TpebosaHna No nNpogunaKTnke
NHDEKLUMOHHbIX 6one3Hen». Mpn paboTe ¢ HA6OPOM peareHTOB Heo6XxoAMMO cobnaaTe TpeboBaHMS
«HCTPYKLMM MO MepaM NPONIaKTUKMA PacnpocTpaHeHUs UH(EKLMOHHbLIX 3a60/1eBaHWiA nNpy paboTe
B K/JMHWKO-AMAarHOCTUYECKUX  flabopaTopuax — N1e4ebHO-NPOUNAKTUYECKUX  YUPEXAEHW»,
yTBEPXKAeHHON MuHagpaBom CCCP 17 aHBaps 1991 roga; TOCT P 52905-2007 (MCO 15190:2003)
«Jlaboparopuv meguumHckue. TpeboBaHNsA 6e30MacHOCTU».

4.3. TaK KaK KOHTPO/ibHble M aHasm3vpyemMble 06pasupbl, KOMMNOHEHTbI Habopa peareHToB
ABNAKOTCA MOTEHUMA/IbHO MH(ULUMPOBaHHLIM GromatepuaiomM, To npy pabote ¢ HABOPOM peareHToB
HeobX04MMO WMCMO/Mb30BaTb MHAMBMAYa/IbHblE CPeACTBa 3allWTbl: XanaTr, ro/fIoBHOWM Y6op, Macky,
nepyaTku, creyuasnbHyro 06yBb, 3aWUTHBIE OYKM WU LUMATOK.

4.4. QO6pabatbiBaTb pykuM nocne paboTbl C Habopom peareHTOB U obpasyamu B
COOTBETCTBUU C AEVCTBYIOLLEV HOPMATUBHOMN JOKYMEHTaLMEN.

4.5. CbIBOPOTKa KPOBW Ye/oBeKa, WMCMOo/b30BaHHaA A1 NMPUrOTOBEHUA MOMIOXKNTENbHOI0
KOHTPONA, WMHaKTUBMpPOBaHa HarpeBaHuem npu Temnepatype (56£1)°C B TeyeHue 34, COLEPXKMUT
aHTuTena Kk Chlamydia trachomatis n He cogepxaTt aHTuTena Kk BWY-1,2, Bupycy renatuta C u
NMOBEPXHOCTHBI aHTUreH Bupyca renatnta B (HBSAQ).

4.6. CbIBOPOTKA KPOBW YeNOBEKa, MCMOMb30BaHHAsA [A/1 MPUrOTOB/IEHUS OTPULLATE/ILHOMO
KOHTPO/A, MHAKTMBUPOBaHa HarpeeaHneM npu Temneparype (56+1)°C B TeyeHue 34, He COLEPXKUT
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aHTuTena K Chlamydia trachomatis, aHTuTena k BNY-1,2, Bupycy renatuta C 1 noBepPXHOCTHbI
aHTureH smpyca renatuta B (HBsAQ).

47. B cocraB kKomnoHeHTOB K(+), K(-), PPO, PK, TMB, ®CB-T(x26) Bxogat
KOHCEepBaHTbl B KOHLEHTpaumax, ABnatoLwmxca HetokcuyHbiMn. K(+), K(-), PPO cogepxat 0,1%
npoknvHa 300; PK - 0,2% eHona; TMB n ®CB-T(x26) - 0,2% 6eH30aTa HaTpus.

4.8.  Bce peakTuBbl, BXOAALLME B COCTAaB KOMIMOHEHTOB Habopa peareHTOB B UCMO/b3YeMbIX
KOHLIEHTpaUWsX, ABNAOTCA HETOKCUYHBIMM.

49. Cron-peareHT 06M1adaeT pasgpaxarolmMm AeCTBMEM, 3a CYET KWCNOTbl CEepPHOIA
BXoAALWen B coctas. IMpu pabote m3beratb nonagaHnsa CTon-peareHTa Ha KOXY W CAM3ucTble. B
cyyae nonajaHusi MPOMbITb MOPaXKEHHBIA YYaCTOK 60/bLLUMM KOMYECTBOM MPOTOYHOM BOAbl. Bce
KOMMOHEHTbI, BXOAsLLME B COCTaB Habopa peareHToB, MpeAHasHayeHbl TOMbKO ANS AWArHOCTUKK in
vitro.

4.10. Bce npombiBHblE pacTBOpPbl CriefyeT cobupaTb B CheuuaibHbIA - KOHTEHep W

06pabaTbiBaTh AE3VHPULMPYIOLLMMI CPEeACTBAMU, paspelleHHbIMU 418 MPUMEHEHNUA HA TeppUTOpUM
P® B ycTaHOB/IEHHOM MOPALKE.

4.11. Tpn unCNoNb30BaHMM Habopa peareHTOB TOKCUYHBLIX OTXOAOB He 0b6pasyeTcs.
O6pasytoTca 0Txoabl KnaccoB A, b 1 I, KoTopble He06X0AMMO 06e33apaXuBaTb B COOTBETCTBUM C
Tpe6oBaHuAMN CaHlMnH 2.1.3684-21 «CaHWUTapHO-3NUAEMUON0OrnYeckme TpeboBaHUA K CoLepXXaHnio
TEPPUTOPUIA TOPOACKUX N CENbCKMX MOCENEHUI, K BOAHLIM O00bEKTaM, MUTLEBON BOAE M NMUTLEBOMY
BOAOCHabXeHWIO, aTMOC(EpPHOMY  BO34yXy, MNo4YBaM,  KWIbIM  MOMELLEHUsM,  3KcnayaTauum
NMPOU3BOACTBEHHbIX, OOLLECTBEHHbIX MOMELLEHWIA, OpraHu3auuy W MNPOBEAEHUI0  CaHUTapHO-
MPOTMBO3AMUAEMMNONOTNYECKUX (MPOPUNAKTUYECKIX) MEPONPUATUN.

4.12. J1labopaTopHyl0 MoCyZLy MHOropasoBOro WCMOMb30BaHWA WM PacXOfHble Martepuaibl,
KOHTaKTUpYIOLLe C WCCMeLyeMbIMA U KOHTPOSIbHbIMKW 06pasuamun, cnegyet o06e33apaxuBarb C
MCNOMb30BaHEM AE3VHPULMUPYIOWMX CPeACTB, He COofepXXallyMxX aKTMBHBIA KWUCIOpog W X/op,
OKa3blBatoLMX HeraTMBHOE BO3AENCTBME HA KAYECTBO aHa/I13a.

4.13. WHCTpymeHTbI, 060pyAoBaHMe, a Takke paboyme MOBEPXHOCTM CTOMI0B HEOOXOAMMO
npotupatb 70 % pacTBOPOM 3TU/IOBOrO CNvpTa.

5. OBECMEYEHVNE KAUECTBA NCCNEOOBAHWI

51. BbINONHATL MpoLeAypy aHanmsa cnegyeT B CTPOrOM COOTBETCTBUM C WHCTPYKLMEN
npunaraeMoi K Habopy peareHToB.

5.2. He ncnonb3oBartb peareHTbl C UICTEKLLMM CPOKOM FOAHOCTH.

5.3.  He ncnonb3oBatb peareHTbl Apyrux npon3BoauTeNei.

5.4. Henb3a 1Cnonb30BaTh peareHTbl M3 HabOPOB pasHbIX CEPUiA UM CMeLIMBaTb WX B
npouecce aHasm3a (KpoMe YHU(ULMPOBaHHLIX KOMMOHEHTOB Habopa: ®CBb-T(x26), PPO n Cron-
peareHTa).

55.  He nogsepratb peareHTbl BO3AENCTBUIO BbICOKMX TeMmnepatyp M NPsMbIX COMHEYHbIX
Ny4eii B NpoLLecce UCNOMb30BaHUSA U XPaHEHUS.

5.6. HepmonycTnMo 3amopakmBaHue Habopa peareHToB, Kak Lie/IMKOM, TaK U OTAe/bHbIX ero
KOMMOHEHTOB.

5.7.  WccnepoBaHusi NpoBOAUTbL B COOTBETCTBUM C YC/IOBUSMW BHELUHeW cpeabl Ans
MOCTAHOBKM aHasin3a, NpescTaB/IeHHbIMU B Tabnuue 2.

Ne n/n lNMokasaTenu 3HaueHus
TemnepaTypa Bo3gyxa 18-25°C
2 OTHOCUTENBbHAs BNaXXHOCTb 40-60%
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5.8. He npoBoguTh McCnefoBaHWs B NPUCYTCTBMAM MApoB LUENoYel, KUCNOT, albAernaos, B
3anbI/IEHHOM MOMELLEHUN.

59. [Ana [esvHgeKuMn WCnonb3oBaTb peareHTbl, He OKasbiBalOWMe BO3AEACTBUA Ha
(hepMEHTATMBHYIO peakumio: Ae3VHPULMPYIOLLME CPefCcTBa Ha OCHOBE YeTBEPTUYHBLIX aMMOHMEBbIX
COeMHEHWIA, CNMPTOB, TPETUYHBLIX aMUHOB.

5.10. B nomeweHun, rae NpoBOAUTCA UCCEA0BAHME, HE MCNOMb30BaTh Ae3NHPULMpYOLLe
CPefcTBa, CoAepXKaLlye aKTUBHBIA KUCIOPOZ 1 X/10p.

5.11. WMcnonb3oBaTtb YMCTYHO, TLLATE/IbHO MPOMbITYHO /1a60paTOPHYHO Nocyay.

5.12. Wcnonb3oBaTb NpoLleALme BaMAALMIO 403aTOPbI M 060pyA0BaHKE.

5.13. Tpu pabote c ob6pasuamm WM peareHTamy Habopa WUCMOMb30BaTb YUCTbIE, HOBbIE
0[HOPa30Bble HAKOHEYHVKM OTAEMbHO A1 K&XKA0r0 aHam3npyemoro obpasua 1 KOMNoHeHTa Habopa
peareHToB.

5.14. VIckMouuTb KOHTaKT MeTa/l/IMYecKMX npeaMeToB C pacTBOpPOM KoHbkrata PK,
pacTBOpOM TeTpameTunéeHsnanHa TMBb.

5.15. Mcnonb3oBaTb HOBble 0fHOPA30Bble BaHHOYKM [1S KAKAOrNO KOMMOHeHTa Habopa
peareHToB.

5.16. He wncnonb3oBatb O4HY W Ty >X€ eMKOCTb, B TOM 4MC/e M MHOropasoByto, Mocre
NPOMBbIBKM, NS pacTBopa KoHbtorata PK 1 pacTBopa TeTpameTunbeHsnanHa TMB.

5.17. PekomeHoyeTcss And  oTbopa  pacTBopa  KoHbtorata PK  uM pactBopa
TeTpameTnn6eHsmanHa TMB mcnonb3oBaTh pasHble [03aTopbl NUMETOYHbIE. pn MCNonb30BaHUK
OfHOro fosatopa Heob6XOAMMO TLATENbHO CMeAWTb 3a YMCTOTOM MOCALOYMHOI0 KOHyca fo3artopa.
Mepen CMeHOM peareHTa TLlaTe/IbHO 06pabaTbiBaTb BHYTPEHHIOKD W BHELUHIOK MOBEPXHOCTU
nocago4Horo KoHyca 70% 3T1M0BbIM CIIUPTOM.

5.18. [ns oTMbIBKM VIMMYyHOCOp6eHTa peKOMeHAYeTCA MUCMO/b30BaTb aBTOMATUYECKOe Un
PYy4YHOE NPOMbIBOYHOE YCTPOMCTBO. B KOHUEe pabouyero AHA Heo6XoAMMO MNPOBOAWTL MPOMbIBKY
CUCTEMbI MOAAYU XXMAKOCTU AUCTUNIMPOBAHHON (AenOoHWM3MpoBaHHOW) BoAoin. He pexe 1 pasa B
Hefento cnefyeT obpabaTbiBaTb LUMAHTM M €MKOCTU MPOMbIeoYHOro yctpoictea 70% 3TUNOBLIM
CNUPTOM.

5.19. [Ona WCKMOYeHMs KOHTamuHaumm o6pas3uoB apyr gpyrom u  K(+) Tpebyetcs
aKKypaTHas, TuiaTenbHas paboTa 6e3 pa3dbpbI3rmBaH1s KOMMNOHEHTOB 1 06Pa3LIoB.

6. OBOPYAOBAHWVE 1 MATEPUADI

[N NocTaHOBKM aHa/iM3a HeobXoAMMbI ClefytoLie 060pyLOBaHNSA U MaTepuaibl:

- TepMOrurpomeTp, MO3BONAIOWMIA U3MEPATbL Temnepatypy BO3gyxa B AuanasoHe O-
30°C+0,2°C, OTHOCUTENBbHYIO BNXKHOCTb - 20-90%;

- [o3atopbl /1labopaTopHble MepemMeHHOro 06bema OAHO- Y MHOrOKaHa/lbHble BMECTU-
MocTbto 0T 10 go 1000 MK,

- HakKOHeYHWKMN O[HOpa3oBble K fo3aTtopam /abopaTtopHbiM BMeCTUMOCTbIO OT 10 [0
1000 mkn;

- BaHHOYKW AN14 pa3BefeHns KOMMOHEHTOB;

- MUKpoueHTpudyra nabopaTopHas Ha 1000-3000 06/MUH;

- TepmocTaTupytoLlee YCTPOMCTBO ANS NAHWEToB (MM TepMOCTaT) C PeXnMom Tep-
mMocTatupoBaHua 37+1°C;

- opbuTanbHbIN TEpPMOLLEKep, NoadepXmBaroLmin Temnepatypy 37+1°C 1 ¢ yacToTou
BpaLLeHuns nnatgopmbl 700 06\MUH.;

- YCTPOICTBO AN NPOMbIBaHWA NnaHLLeTa (BoLUep);
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- CMeKTPO(OTOMETP  BEPTMKAIbHOTO  CKaHMPOBAHWMS  MO3BOMIAIOWMIA  BbINOMHATb
M3MEPEHNST ONTUYECKOM MOTHOCTU COAEPXMMOr0o JNYHOK nnaHweta npu 450 Hm
(ocHoBHOW (hnnbTP) 1 620-680 HM (pPetepeHCHBbIN (GUNbLTP);

- aHan3aTop aBTOMAaTUYECKNIA UMMYHO(EPMEHTHbIA OTKPLITOrO TUNA;

- XONOAWNbHAsA NN MOPO3U/IbHAA KaMepa;

- UWIMHAPbI MepHble He HWXKe 2 Knacca ToYHocTM obbemoM 100 m 1000 mn, Konba
nabopatopHas BMeCTUMOCTbO 1000 mn;

- eMKOCTb C KPbILLKOR AN15 XXMAKOro Ae3MH(PULMPYIOLLErO CPeACTBa;

- Boga auctunnuposaHHas (TOCT P 58144-2018);

- bymara (mibTpoBa/ibHas;

- Talimep;

- 0[HOpa30Bble HECTEPU/IbHbIE MEeULMHCKIME MepyaTKu;

- labopartopHas nocyaa;

7. AHANTN3NPYEMBIE MNMPOBbI

7.1. HatmBHasa cbiBOPOTKa, nNnasma (C renapuvHom, uuTpaTtoM Hatpusa, SATA) Kposu
yenioBeka. AHasIMTUYECKMn 06bem 06pasua - 10 MK/

7.2.  O6pasupl CbIBOPOTKM (N1a3mbl) KpoBKM 40 aHasm3a MIPA xpaHuUTb He 6osiee 7 CYTOK Mpu
Temnepatype oT 2 go 8 °C. [AnuTenbHoe XpaHeHue (40 6 MecAUeB) aHaim3Mpyembix 006pasLioB
OCYLLECTB/IATL Npu TemnepaType MuHyc 20°C.

7.3.  O6pasubl MkBopa Ao aHanm3a VPA xpaHuTb npu Temnepatype ot 2 o 8°C He 6onee
24 4, npun Temnepatype MuHyc 20°C - He 6onee 7 CYTOK.

7.4.  3aMOpOXeHHble 06pasubl nepes UccnefoBaHVWEM MpPOrpeTb A0 Temnepatypbl (17 50
27°C) TwWaTeNbHO nepemellatb [AN1S YCTPaHeHWS BO3HMKAKOLIEro MNpW 3amMOopo3ke rpafameHTa
KOHUeHTpauuit. MMpn paboTe € pasMOPOXEHHbIMM 06pasuamu crefyeT Y4yuTblBaTb, UTO Kakias
nocnegytollad 3aMopo3kKa-pasmMopo3Ka CHMXaeT KayeCcTBO uccnegyemoro marepuana. C  LUenbio
Mosfly4yeHnss  [OCTOBEPHbIX pPe3ynbTaToB  WUCCNefoBaHWsA, MPOM3BOAMTENb Habopa peareHToB
PEKOMEHAYeT MCMo/b30BaTh TOMLKO OLHOKPaTHOE 3aMOopaXkrBaHWe-pasMopaxKveaHue 06pasLoB, a
TaKXXe XpaHeHNe HeCKO/bKNX 3aMOPOXEHHbIX a/IMKBOT 06pasLa.

7.5. He pekomeHayeTcA MCMOMb30BaHWe A/ UCCefoBaHUA 06pasloB C MOBbILLEHHBLIM
COAepXXaHvem NMNULoB WM (Wn) € Mpu3HakamyM remonmsa, u (W) ¢ BUAMMBIM  MUKPOGHbIM
3arpsA3HeHnemM («rnpopoCTOM»).

7.6.  O6pa3subl, cofepkalime 0CafloK, B3BELUEHHble YacTWLbl, Nepes aHasM30M NOABEPrHYTh
LIeHTpUYrmpoBaHnto B TedeHne 10 MUH npu YacToTe BpatieHms 3000 06/MUH.

BHuMmaHpe!

Mepef NOLrOTOBKOW peareHTOB K paboTe U NPOBeAEeHMEM UCCeA0BaHNS NPON3BOANTE b
HacToATe/IbHO PeKOMeHAyeT elle pa3 npounmTatb pasgen «O6ecrneyeHne KayecTsa
NccnefoBaHUi» HaCTOALLEN MHCTPYKLMN NO NPUMEHEHUIO.

8. noaroOTOBKA KOMIOHEHTOB 14 MCC/IEAOBAHUA

8.1. [MpefaBapuTenbHble MaHUNYNALUN

Mepen “cnosb30BaHNEM BCKPbITb YMakoBKY Habopa peareHTOB W M3B/ieYb BCE KOMIMOHEHTDI,
BK/IHOYas 3aneyataHHbIi IMMYHOCOPOEHT.

BblgepXaTb KOMMOHeHTbl B TeyeHue 30 MUH npu Temnepatype oT 18 go 28®RC, akKypaTHO
nepemeLLarhb.

BHuMaHMe!

K(+), K(-), PPO, PK, TMB n CTton-peareHT rotoBbl K WCMO/Mb30BaHNIO U He TpebytoT
[OMNOMHUTENbHBIX pa3BefeHNi.
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Heucnonb3osaHHble K(+), K(-), PPO, PK, TMB wn CTton-peareHT XpaHuTb B YMakKoOBKe
NPOU3BOAUTENSA MPU TeMnepatype oT 2 Ao 8°C J0 UCTeYeHUs CpoKa rofAHOCTY Habopa.

KomnoHeHT ®CB-T(x26) npecTaBneH B BUAE KOHLUEHTpaTa. TpebyeT pa3BeaeHus.

8.2. MoparotoBka MmmyHocopbeHTa

BeKpbITb NakeT ¢ IMMYHOCO6EHTOM. YCTaHOBUTb B pamMKy VIMMyHOCO6eHTa Heobxoammoe
KOMMYeCTBO CTPUMOB. Hencnonb3yemble B JaHHON NOCTaHOBKE CTPUMbI Cpasy Noc/e BCKPbITUA NakeTa
C MNaHLLIETOM MOMECTUTL B (DO/IbIMPOBAHHbIN MaKET C 3aCTEXKOI TUNa «3un-1ok». V13 naketa yaammTb
OCTaTOYHbIN BO3AYX, 3aKPbITb 3aCTEXKY, YOpaTb B XONOAWUBbHYIO Kamepy.

XpaHUTb Heucnonb3oBaHHbLIe CTPUNbI NpU TemnepaType oT 2 Ao 8°C [0 WUCTeYeHUs Cpoka
rogHocTy Habopa peareHTOB.

PamKy nnaHLwieTa cpasy Mocne UCnonb3oBaHUS NpombiTe 70% 3TWMIOBLIM CMIMPTOM U 3aTeM
AUCTUNIMPOBAHHOM BOAOW. MpoCyLUMTb, UCMONL3YS (PUILTPOB/IbHYIO Bymary. XpaHuTb B YMNakOBKe
NPON3BOANTENS BMECTE C APYTMMU HENCMO/b30BaHHLIMU peareHTamu.

MMMyHOCOP6EHT (CTpUMbI) UCMO0/b30BaTb OAHOKPATHO!

8.3. MpuroTtosneHne paboyero NpomMbiBoYHOro pacteopa ®Cb-T

BHumaHue! B npouecce XpaHeHWs U TPaHCMOPTUPOBKM KOHLEHTpaTa MNpPOMbIBOYHOIO
pactBopa ®CB-T(x26) BO3MOXXHO BbIMafeHMe 0cafiKa COMeM.

Mpy Hanmumm ocafka Bo (akoHe ¢ PCB-T(x26) Bblaepkatb npu Temnepatype 37+ C fo
MOJIHOrO PacTBOPEHUS CONEA.

HeobxoanMoe KonmMyecTBO paboyero npombiBOYHOro pacteopa PCB-T npurotoBuTb B
COOTBETCTBMU C Tabnuugei 3.

KonnyecTso 1' 2 .4 5 6 : 7 1 8 9 10 ni1
CTPUMOB* LUT. "
®CB-T(x26), M1 40 80 120 160 200 240 280 320 36"~ 400 440 500
Boga

AMCTUNMPOBAHHAS, 100 200 300 400 500 600 700 800 000 1000 1100 1250

Mn

Pa6ounii NpoMbIBOYHBIV pacTBop ®CB-T XpaHUTb Npy Temnepatype oT 18 ao 28°C He 6onee
15 cyToK unv npu Temnepatype oT 2 Ao 8°C He 60nee 45 CyTOK.

Heuncnonb30BaHHbIA KOHLEHTPAT NPoMbIBOYHOro pacteopa PCH-T(X26) XpaHUTb B YNakoBKe
NpPoM3BOAMTENA MPU TemnepaType oT 2 [0 8°C J0 UCTeYeHUs CpoKa rofgHOCTM Habopa.

9. KAUYECTBEHHOE NCCNTEAOBAHWE

9.1. VccnepgoBaHue CcbIBOPOTKM (M/1a3Mbl) KPOBU
Moonegyna Xb 1 (ucnonb3oBaHWe TeomolLlelike

aTan

Mpouegypa 3Tana aHannsa MpumedaHne
aHanusa

1 YTr.TAHOBUTb HEOGXOAMMOE KOIMYECTBO CTPUNOB B PamKy NnaHLweTa
BHECTU B OAHY TyHKY nnaHweta 100 Mkn K(+). BbIGOp NYHOK Ans  pacnofioXeHust KOHTPONeH
BHecTU B Be NyHKM no 100 Mkn K(-). nponsBonbHbIA.  Hanpumep, nyHka A1-K(+),
2 nyHkn A2 n A3 - K(-).
Mpn wucnonb3oBaHMM 1 cTpuna AonyckaeTcs
BHeceHue K(-) B 1 nyHKy.
B ocTa/lbHble NyHKM MIMMyHOcOpGeHTa BHecTu BPEMs BHeceHWs o006pasloB Mpu MCMONb30BAHNN
no 90 mMkn PPO (PPO nepes BHeceHuem BCErO MaHLIeTa He JOMKHO NpeBbilaTh 10 MUH.

MHTEHCMBHO B360NTaTb) Mpu BHeECEHUM aHaNM3Mpyembix 06pasuoB ¢
3 a 3atem no 10 MK/ aHanM3unpyemMbix 06pasLoB. nomoulbto nonyaBToMaTn4eckon nuneTkn
3aknenTb NyHKNM MMMyHocopb6eHTa (cTpunos) TLWATENbHO MNepeMewlaTb COAEPXMMOE NYHOK, npu
npunaraemMoii K Habopy peareHToB NEHKOIA. 3TOM [J0/KHA HabM0AaTbCA LiBETOBaA MHAMKALNSA B
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t#

10

12

NYHKaxX.

HenpaBuibHOe COOTHOLLEHWE B JlyHKe OOBLEMOB
aHa/m3mpyemoro obpasua 1 PPO MOXeET MpuBecTy
K UCKaXKEHMIO pe3y/ibTaTa UCCefoBaHS.

Mpn OLMOKe BHECEHWS aHa/M3MpyeMoro obpasiia
NyHKa bpaKyeTcs. 3anpeLuaeTcs yaareHre pacTeopa
13 lYHKM C NOCNeayHoLLM BHECEHVEM B Hee HOBOIO
obpa3ua

WHky6upoBaTb VIMMYHOCOPOEHT (CTpMMbI) B TEYEHME 25 MUH.
[na yHKy6aumm 1Cnonb30BaTb OPOUTASTbHBIV TEPMOLLIEVKE.
CKorocTb BraLLeHns MiaTthopmbl Lueiikepa: 700 06/MUH.; TeMnepaTypa MHKy6auwmn; 37+ 1°C

C nomowpto npombiBaTens AnA  NIaHLIeToB
YL/ MTb COAEPXKMMOE JTYHOK.

MATb  pa3 MPOMbITb  MMAHLLET  paboumm
pactBopoM ®CB-T, BHOCA B iyHKM 400 MKA
pacTBopa.

JKCNo3uLmMA Mexay aTanamyv OTMbIBKM - 30
CEKYHL,

M0 OKOHYaHWM MPOMBIBKL MPY HEOOXOAVMOCTHU
yAa/mMTb  Bfiary M3 JIYHOK,  MOCTYKMBas
MepeBepHYTbIM  VIAHLLETOM M0 C/IOKEHHOA B
HECKO/IbKO C/I0eB (PUIbTPOBA/IbHOM ByMare.

Bo Bce nyHku mmyHocopbeHTa BHecT o 100
mkn PK (PK nepen BHeCeHVEM WHTEHCUMBHO
B360NTaTh).

3aKnenTb NyHKN KMMyHocopbeHTa (CTpMMoB)
npunaraemoii K Habopy peareHTOB M/IeHKON.

BHuMaHVe! HeplocTaTouHasa acnvpaums >XnaKoctu B
NYHKE MOXET MPUBECTU K UCKEXKEHWUIO pe3y/ibTata
1CCNefoBaHNA.

[Mpown3BoauTeNb PEKOMEHAYET UCMO/ML30BaThL PEXUM
OTMbIBKM C MEPEKPECTHOM NPUAOHHO acnmpaLyiei.
BHuMaHve! He ponyckaTb BbICbIXaHWe JlyHOK
mmyHocop6eHTa B repepbIse Mexay
3aBepLLEHVEM NMPOMBIBOK W BHECEHWEM PEareHToB.

Bpema BHeceHna PK npwn 1cnosb30BaHnM MosIHOro
MNaHLLIeTa He JO/HKHO NPEBbILLIaTL 3 MUHYTHI.
BHMaHKe!

Octatkm PK u3 BaHHOYEK  YTWIM3NPOBATb:
MOBTOPHOE 1CMO/Ib30BaHVe 3arnpeLLeHo!

Hky6upoBaTb IMMYHOCOPGEHT (CTPUMbI) B TEYEHME 25 MUH.
15 MHKy6aLWM MCMONb30BaTbL OPOUTASTbHBIV TEPMOLLIEVKED.
C xopocts BpALLEHWA NIATOPMbI Lueikepa: 700 06/MUH.; TeMnepaTypa UHKy6aumm: 37+ 1°C

C noMoLLblO NpoMbIBaTeNd [AnA  MNaHLIETOB
YLaUTb COAEPXKMOE JTYHOK.

Matb  pa3 MpOMbITb  MMAHLLET
pacTBOpOM

@®CB-T, BHocA ByHKM 400 MK pacTBopa.
JKCNo3nUMA Mexay atarnamyv OTMbIBKM - 30
CeKyHL.

Mo OKOHYaHUM MPOMbIBKM MPY HEOOXOAMMOCTY
yoamTb  Brlary U3 JlyHOK,  MOCTYKMBas
nepeBepHYTbIM  M/1aHLLETOM M0 C/IOXKEHHON B
HECKO/IbKO C/I0eB (PUbTPOBa/IbHOM Oymare.

Bo Bce nyHkM nnaHweta BHecT no 100 MKn
TMbB

pabouvm

WHky6upoBaTb  VIMMyHOCOPGEHT  (CTpunbl) B
TeyeHve 10 MUH.

Ana  yHKyGaLmn  Cnonb30BaTb  OpOUTa/IbHBIN
TepMOoLLelKep.

CKopocCTb BpaLleHnsa nnatqopmbl Lelikepa: 700
06/MUH.; TeMnepaTtypa UHKybaLym: 37+ 1RC
PeakuuO OCTaHOBUTb BHECEHMEM B KaXKIYHO
NyHKYy WmmyHocopbeHTa no 100 mkn  Cron-
rneareHTa.

13MepuTh OMTUYECKYHO MIOTHOCTb COLEPKMMOTO
NIYHOK C TMOMOLLBH  CreKTPOOTOMETPa MK
L/He BOMHbI 450 HM, WM MCMOMb3ys [Ba
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BHumaHve! HepoctaTouHasa acnvpaumsa XMAKOCTU B
NIYHKEe MOXET MPUBECTU K WCKEDKEHUIO pesyribTara
ccneoBaHns.

[Mpon3soauTens  pekomeHayeT 1CMoNb30BaTh
POXMM OTMbIBKA C MEPEKPECTHON  MPUAOHHON
acnmpaLyen.

BHuMaHve! He [onyckatb  BbICbIXaHWE  nywox
MiaHLeTa B TMepepbiBe MeXOy 3aBepLLeHVem
MPOMbIBOK 1 BHECEHVEM PEareHTOB.

Bpema BHeceHuas TMB npu  MCMoOb30BaHUM
MOMHOro r/IaHLLeTa He [O/DKHO MpeBbiwatb 3
MUHYT.

BHuvaHve!

Octatku TMB #3 BaHHOYeK YTWIM3MPOBATL-
MOBTOPHOE MCMO/b30BaHME 3ampeLLEeHo.

BHuviaHve!

VHKy6aumio MpoBoauThL B 3alLMLLEHHOM OT CBETa
MecTe

Bpewmsa BHECEHUS Crton-peareHTa npu
1CMO/b30BaHMN MOJHOTO MJIaHLIETa He [0/DKHO
MpeBbILLAaTL 3 MUHYT.

BHuMaHWe!

YueT peakuMm HeobXOo4VMO  MPOM3BECTU  He
nosgHee, 4eM uepe3 5 MWH TOCME OCTaHOBKMU
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(mnbTpa:
- OCHOBHOI - 450 HVI
- pethepeHcHbIn - 620-680 HW.

Mooueayoa Ne 2 (1Mcnonb3oBaHWe TepMocTaTa)

OTan
aHanmsa

1

MpoLeAypa 3Tana aHanmsa

peaKLm

MpumeyaHme

YCTaHOBUTb HEOOXOAVIMOE KO/IMYECTBO CTPUMOB B PaMKy IJIaHLLETA.

BHectu B ogHy nyHKy 100 Mkn K(+).
BHecTu B f1Be nyHKu no 100 Mk K(-).

B octasbHble flyHKM  VIMMyHOcCOpbeHTa
BHecT no 90 mkn PPO ~PO nepes
BHECEHVEM WHTEHCMBHO B360/1TaTh), & 3aTeM
no 10 MK aHanM3MpPyeMbIX 06pasLIoB.
3aKnenTb NIyHKM IMMyHocop6eHTa (CTpUMoB)
npunaraemMoin K Habopy peareHToB M/IeHKOM.

Bbl6op /lYHOK N9 PacriofioXeHWs  KOHTPOSel
npou3BO/bHbIA.  Hanpuvep, nyHka Al-K(+),
nyHKn A2 n A3 - K(-).

[Mpy MCrnosb30BaHUM OSHOTO CTpUMMA LOMYyCKaeTcs
BHeceHue K(-) B 0AHY NyHKY.

Bpems BHeceHust 06pa3LiOB MpY MCMO/b30BaHUN
BCEro ryiaHLLIeTa He Jo/MKHO npeBbILLaTh 10 MyH.
Mpn  BHECEHUM aHaM3MpyeMbiX 06pasLoB C
MOMOLLbHO MO/TyaBTOMATNYECKOM MUNETKY
TLATE/bHO MepemeLLiaTb COLEPKVMOe NYHOK, Mpu
3TOM [0/DKHA HabMKO[ATLCA LBETOBas MHAMKALWA
B /TYHKaXx.

HenpaBuibHOE COOTHOLLEHWE B JlyHKe OOBLEMOB
aHam3vpyemoro  obpasya 1 PPO  moxet
MpVBECTY K VICKaXXEHMIO pesynsTara
CCeioBaHNA.

IMpyn oLWMOKe BHECEHMS aHa/IM3MpyeMoro obpasua
NYHKa  OpakyeTtcs.  3anpellgetcs  yaaneHve
pacTBopa 13 JlyHKW C NMOC/eLyHOLLYIM BHECEHVEM B
Hee HOBOro obpasLia.

HKy61poBaTb VIMMYHOCOPGEHT (CTpunbI) B TedeHre 30 MUH.

[ns VHKyGaLym 1Ccronb30Barb TEPMOCTAT.
Temnepatypa nHKyb6aumn: 37+ 1RC

C nowmoLLb0 MpoMbIBaTeNs A1 M1aHLIETOB
YLaIMTb COAEPXKMOE JTYHOK.

MATb pa3 MpOMbITb  MJIAHLLET  paboyunm
pacteopoMm PCB-T, BHOcA B NiyHKN 400 MKN
pacTsopa.

JKCMO3NLMA MeXay 3JTanamym OTMbIBKM - 30
CeKyHL,

Mo OKOHYaHWN MPOMbIBKV/ npu

Heo6XOAMMOCTY YO MTb Bfiary U3 JyHOK,
MOCTYKMBas MepeBepHYTbIM  M/IAHLLETOM 110
C/IOKEHHOWA B HECKOJTbKO CoeB
(hMNbTPOBaILHON ByMare.

Bo Bce nyHKkM IMMyHOCOp6eHTa BHECTU Mo
100 mkn PK (PK nepen BHeceHvem
WNHTEHCVBHO B360/1TaTh).

3aK1enTb NyHKM iIMmyHocopbeHTa (CTpunoB)
NpWIaraeMoi K Habopy peareHToB M/IEHKOM.

BHuMaHve! HepocTtaTouHas acnmpaums XXUaKocTu
B JlyHKE MOXET TNPUBECTU K  VCKEDKEHWIO
pe3ynbTara UccrefoBaHuA.

MpovsBoguTeNlb  PEKOMEHAYeT  UCMO/b30BaTh
PEX/M OTMbIBKM C MEPEKPECTHON MPUAOHHOM
acrvipaLyen.

BHuMaHve! He ponyckaTb BbICbIXaHVWE JYHOK

MnaHweTa B MepepbiBe MeXy 3aBepLUeHVEeM
MPOMbIBOK 11 BHECEHMEM PeareHTOB.

Bpemsa BHeceHua PK npu  1Cnonb3oBaHWM
MOMHOrO TJ/1aHLLETa He A0/MKHO MpeBblllaTh 3
MUHYTBI.

BHuMaHVe!

Octatkm PK 13 BaHHOYeK YyTWIM3MPOBATD:
MOBTOPHOE VCMO/b30BaHWE 3arnpeLLeHo!

VHKy61poBaTh IMMyHOCOP6EHT (CTpurbl) B TeueHne 30 MUH.

[N9 HKy6auym ncnonb3oBaTb TEPMOCTaT.
Temnepatypa nHKyb6auumn: 37+ 1°C

C nomoLLbK0 MpoMbIBaTENA A1 MIaHLLIETOB
YAaIMTb COAEPXUMOE JTYHOK.

MATb pa3 nNpPOMbITb  M/IaHWeT  pabounm
pacTBOpOM
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9.2.

®CB-T, BHocA B iyHKM 400 MK pacTBopa.
JKCMo3MLUMA Mexxay 3Ttaramm OTMbIBKU - 30
CeKYHL.

Mo OKOHYaHUK MPOMbIBKU npu
HeoOXOAMMOCTU YJa/InTL BRary U3 JyHOK,
MOCTYKVBas MepPeBepHyTbIM M/IAHLLETOM 0
CNOYXEHHOW B HECKO/IbKO Cnoes
(hMNbTPOBaNbLHO Gymare.

Bo Bce nyHKM MMmyHOcopbeHTa BHECTW MO
100 mkn TMB.

WHky6upoBaTb IMMYHOCOP6EHT (CTpunbl) B
TeyeHve 15 MUH.
[ns VHKyGaLmm 1Cro/b30BaTh TEPMOCTAT.
Temnepatypa VHKyOGaLL: 37£1°C
(monyckaetcsi  MHKyGaLMs MPY KOMHATHOM
Temreparype).
Peakumo OCTAaHOBUTbL BHECEHWEM B KaXKayto
nyHKy MimmyHocopbeHTa no 100 mkn Cron-
peareHTa.
3meputb OIMTUYECKYHO M/I0THOCTb
COEePXMMOro  JIyHOK € MOMOLLHO
CreKTpohoTOMETPa NPW J/IMHE BO/HbI 450 HM
WM 1CroNb3ya fBa uibTpa:

— OCHOBHOW - 450 HV

- pedepeHCHbIn - 620-680 HMW.

Mcnonb3oBaHne NP A-aHann3aTopos

PEXMM OTMb[BK/ C MEPEKPECTHON  MPUAOHHOW
acrnpavyiei.

BHumMaHve! He ponyckaTb BbICbIXaHWE IyHOK
MnaHWeTa B TMepepbiBe MeXay 3aBepLLEeHVEM
MPOMbIBOK 1 BHECEHWEM peareHToB.

Bpema BHeceHMa TMB npu  MCNOML30BaHWN
MOSIHOTO TV1aHLLeTa He [0/PKHO MpeBbiwath 3
MUHYT.

BHumaHve!

Octatkmh TMbB ¥3 BaHHOYEK YTWIN3MPOBATL:
MOBTOPHOE MCMO/b30BaHE 3arpeLLeHo.
BHuviaHVe!

VHKy6aLio NpoBOAWTL B 3aLLMLLIEHHOM OT CBeTa
MecTe

Bpewms BHECEHWA Crton-peareHTa npu
CMO/b30BaHWM MOMHOMO M/IaHLLETa He [O/MKHO
MpPeBbILLATL 3 MAHYT.

BHuvaHve!

YueT peakumm HeobXoayMmo MNPOM3BECTU  He
no3gHee, Yem uepes 5 MWH MOCMe OCTaHOBKU
peaxLmn.

Hab6op peareHToB «Chlamydia tr.-IgG-UMBUAH-N®A» agantuposaH AN N0ObIX OTKPbITbIX
MoJslyaBTOMAaTUYeCKMX M aBTOMaTUYECKMX UMMYHO(EePMEHTHbIX aHa/IM3aTOPOB.

Mpouenypy aHam3a NPOBOAUTbL TaKXKe, KaK 1 A4/ pyYHOW NOCTaHOBKM aHa/n3a.

[na cnekTpopoTOMETPUYECKOrO KOHTPONA BHeCeHWs 06pasLoB M peareHToB HeobXo4uMO
M3MEPUTb NIYHKN C BHECEHHbIMW O6pasliaMu M pacTBOPOM KOHbKOrata Ha CnekTpothoToMeTpe npu
AJIHe BOMIHbI 450 HM. OnTryeckas NNOTHOCTb B 3TUX lyHKax A0/HKHA 6bITb He MeHbLue 0,070.

10. PACYETbI

Pe3ynbTaTtbl PervcTpUpyroT Mpy MNOMOLLM CMEKTPOOTOMETPA BEPTUKA/IbHOTO CKaHWPOBaHWS.
OnTtuyeckyto nnotHocTb (Ol1) usmepsaoT npyu AnnHe BOMHbI 450 HM MM UCMoNb3yAa fABa (UnbTpa:
450 HM (OCHOBHOW nnbTP) 1 620-680 HM (pethepeHCHbIN UNLTP).

HyneBoli ypoBeHb («6naHK») 3adatoT No BO3AyXY.

10.1.

MokasaTenu NpaBUNbLHOCTN ONpPeAeneHuns

10.1.1. 3HaueHwue O B NlyHKe C k (+) HOMKHO ObITb He MeHee 1,000.

10.1.2. na onpegeneHns COOTBETCTBUSA MOJYyYEHHbIX Pe3yNbTaToB W3MEPEHWU KpUTEepUsm
NpaBW/IbHOCTM TECTa paccuMTbIBatOT cpefHee 3HaueHre O B nyHkax ¢ K(-) no gopmyre:

ONK (-)cp=EIljiHizHE =M (i).

CpefiHee 3HaYeHNE o n K (-)cp HOHKHO ObITb He 60/EE 0,200 O.€.

Mpwn ncnonb3oBaHUK 1 cTpuna 3HadeHne Ol k (-)cp CpefHee He onpefenstoT, 3HaveHme Ol B
nyHke ¢ K(-) fomkHo 6bITb He 6osee 0,200 o.e.
10.1.3. Ecnm  nonyyeHHble 3HauveHusi Ol B NyHKax C KOHTPO/bHbIMKM 0bpasuamm Hc
COOTBETCTBYIOT KPUTEPUAM MPaBUILHOCTU TecTa, pe3y/bTaTbl TeCTa He YyuuTbiBakoT. lccnefoBaHue
NPOBOAAT MOBTOPHO.
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10.2. PacyeT KpUTUYECKOTO YPOBHSA
PaccunTatb Ol KpuTMYecKmin yposeHb OMkpuT(cnl off):
OoNy,,, =0N K(-)cp + 0,200*.
Mpn ncnonbL3oBaHUM OQHOIO CTPUNA:
a1 = 0nK(-) + 0,200*.
*0,200 - KoahdpMUMEHT, ONpeaeneHHbIn MeTOAOM CTaTWUCTMUYeCKOW 00paboTKM pe3ynbTaToB
“ccnefoBaHWii Ha NpeanpUATUM-U3roTOBUTENE.
Wnwn paccunTarite KoatmumeHT nosmTnsHocTy (KI):
Kn=~",

oneput

10.3. WHTepnpeTauuns pe3ynLTaToB

Ecnn Ol aHanusvpyemoro ob6bpasua MeHblwe (<) Okt (nnm  KI<0,8), pesynbtart
nccrefoBaHus obpasla cuudTatoT oTpuuartenibHbiM:  aHTUTena K - Chlamydia trachomatis He
06Hapy>KeHb!.

Ecnm Ol aHanuampyemoro obpasuya 6onblie uan pasHo (>) 12xOMkputr (unm KM>1,2),
pe3ynbTaT uccnefoBaHuUA obpasla CUMTaloT MONIoXKUTENbHBLIM: aHTUTena K Chlamydia trachomatis
06Hapy»eHbl.

Ecrn Ol aHanunsmpyemoro obpasua Haxogutcsa B avanasoHe ot 0,8 XxOMNkput o 1,2 x Oikpur
pe3ynbTaT WCCMefoBaHNA 06paslia CUATAOT HeornpefeneHHbIM: HeobXOAMMO MNPOBECTU MOBTOPHOE
nccnefoBaHve obpasya, B3ATOro uYepes 2-4 Hegenn. B criydae  MOBTOPHOrO  MOy4YeHUst
HeonpezeNieHHOro pesy/nbTara, obpasew, cresyeT cumTaTb OTPULLATESTbHBIM.

11.  ONPEAENEHWE TUTPA AHTUTEN

11.1. OnpegeneHne Tutpa IgG aHTUTEN B C MOMOLLLIO NMOCNeA0BaTE/IbHbIX pa3BefeHV
06pa3uos

Tect-cuctema «Chlamydia tr.-IgG-IMBUNAH-N®A» M03BONSET BbINOMHUTL OMpeaeneHne
TUTPaA aHTUTE/T B BbISB/IEHHOM MOIOXUTENIbHOM 06pasue. 19 3atoro Heobxoammo nposecT DA

aHa/In3 C COOTBETCTBYHOLLMM 06pasL,oM B MoCnefoBaTe/bHbIX ABYKPaTHbI Pa3BefeHUsaX ero pacTBopoM
é PPO ot 1:10 go 1:1280. NocnenoBaTensHOCTL pasBefeHne obpasia npeacTasieHa B Tabnumue 3.
Tabnmua 4. Pa3ssefieHne obpasua

Pa3BefeHune lMocnepoBaTeNIbHOCTb
(TwnTp)

1:10 180 mkn. PPO + 20 MKA. NONOXMTENbHOIO 06pasua, nepemeLlats NUNeTUpPoBaHNEM,
oTobpatb 100 MK/ 1 NepeHecTn B CeAYHOLLYIO TYHKY

1:20 100 mkn. PPO + 100 mkn. (passegeHvie 1:10), nepemeluatb MUMETUPOBaHMUEM,
oTobpatb 100 MK/ ¥ NepeHecTn B CeAyHOLYH IYHKY

1:40 100 mkn. PPO + 100 mkn. (passegeHvie 1:20), nepemeltatb MUMNETUPOBaHUEM,
oTobpatb 100 MK/ ¥ NepeHecTn B CeAyHOLYH IYHKY

1:80 100 mkn. PPO + 100 mkn. (passegeHue 1:40), nepemellatb NUMNETUPOBAHUEM,
oTobpatb 100 MK 1 NEPEHECTU B CMEAYHOLLYHO NYHKY

1:160 100 mkn. PPO + 100 mkn. (passefeHne 1:80), nepemelsatb MNUMNETUPOBAHUEM,

oTobpatb 100 MK/ 1 NepeHecTn B CIeAYHOLLYIO NYHKY

[anee NpPoBECTY aHaNN3 COTMAacHO MHCTPYKLN.
TUTPOM aHTUTEN CuMTaTb MaKCMMarbHOE pasBefieHne o6paslia, npu KoTopom Ofl B NlyHKe

BbiLe Ol kput
Mpy HabngeHUN 60MLHOIO B AUHAMUKE [OCTOBEPHLIM CUMTATb U3MEHEHMe TUTPa aHTUTEN He

MeHee YyeMm B 4 pasa.
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11.2. OnpefeneHve TUTpa aHTUTEN B CbIBOPOTKE (Mnasme) KPOBM C  MOMOLLbK
KO3(h(puumeHTa NO3UTUBHOCTH

[ns oueHkn TuTpa obpasua onpefennTe AvanasoH, B KOTOPbIA nonagaeT 3HadveHue KIl
obpasua:

Tabnuua 5. OueHka TuTpa obpasya
3HaueHue KI1 PesynbTat
MeHbLUe 0,79 OTpuLaTeNbHbIN

010,840 1,19  [orpaHWyHbIN

o7 1,20 00 2,00  MMonoxuTenbHbIin, 06pasel, ¢ TUTPoM 1gG aHTUTen K Chlamydia trachomatis 1:10
oT 2,01 go 3,00 [MonoxuTenbHbIv, o6pasel, ¢ TuTpom IgG aHTuTen Kk Chlamydia trachomatis 1:20
o1 3,01 o 4,50  MonoxuTenbHbIi, 06pasel, ¢ TMTpom IgG aHTuTen k Chlamydia trachomatis 1:40
0T 4,51 no 6,00 TMonoxuTtensHbIin, 06pasew, ¢ TMTpoM IgG aHTUTen K Chlamydia trachomatis 1:80

oT1 6,01 MonoxuTtenbHbIA, 06pasel, ¢ TuTpom IgG aHTuTen K Chlamydia trachomatis
1:160

2. YTUIN3ALUNA OTXOA0B

12.1.  YHUWYTOXEHWe U YTUIN3auMI0 HabopOB PeareHToB CrefyeT NMPOBOAUTb B cootbotctbiiti
¢ CaHlNuH 2.1.3684-21 «CaHuTapHO-3N1AEMUONONNYECKNE TPeBOBaHUS K COAEPXKAHUIO TEPPUTOPUI
FOPOACKMX W CEeNbCKUX MOCENeHWA, K BOAHbIM OObeKTaM, MUTLEBOWM BOZE W MUTLEBOMY
BOAOCHabXeHWNO, aTMOC(EpPHOMY  BO34yXY, MOYBaM, >KWIbIM  MOMELLEHWUAM, 3KCM/yaTaumm
NMPOM3BOACTBEHHBIX, OOLLECTBEHHbIX MOMELLEHWA, OpraHu3auMmM W MPOBEeLEHUIO  CaHUTapHO-
MPOTMBO3NUAEMUONOrMYECKMX (MPOMUNAKTUYECKMX) MeponpuaTuid» n MY-287-113 «MeToguyeckume
yKazaHus no  Ae3vHdeKkumMn, nNpeacTepunn3auMoHHON  OYUCTKE U CTEPUAM3auUN  U3OENWiA
MeMLNHCKOro HasHaueHns».

12.2. Bce NpoMbIBHbIE PacTBOPbI, COBPaHHbIE B CreunasbHbIA KOHTEHEp 1 06paboTaHHbIe
AE3NHPUUMPYIOLLMMU  CPeACTBaMM, paspelleHHbIMU  OnA NpUMeHeHWs Ha Tepputopun PP B
yCTaHOB/IEHHOM MOPALKeE, CNneayeT YyTUNN3MPoBaTh Kak 0TX0Abl Knacca B.

) 12.3. Bce TBepAble 0Txoga!, cobpaHHblE B CreuManbHblii KOHTENHep, 06e33apaXXeHHble B
COOTBeTCTBMU C TpeboBaHUAMM CaHlMnH 2.1.3684-21 «CaHUTapHO-3NUAEMNONOrMYecKme TpeboBaHNA
K COAEPXKaHWIO TEPPUTOPUIA TOPOACKMX U CENbCKMX MOCENEHUI, K BOAHbIM 06beKTaM, MUTLEBOW BOAE
M MUTLEBOMY BOLOCHAOXEHWIO, aTMOCepHOMY BO34yXY, MO4YBaM, >KWIbIM  MOMELLEHUAM,
aKcnayatayuy NpPoOn3BOACTBEHHBIX, OOLLECTBEHHbIX MOMELLEHWIA, OpraHu3auMm n MNpPOBeAEHMIO
CaHWUTapHO-NPOTNBO3ANUAEMUOSOT NYECKNX (npodhmnakTnyeckmnx) MEPONPUATUIA», cnepyet
YTUNN3MPOBATb KakK 0TX0/pl Knacca B.

12.4. Heucnonb3oBaHHble HabOpbl peareHToB C WCTEKLMM CPOKOM TOLHOCTU nepes,
yTunu3aumneit cregyet pasyKoMIeKToBaTb.

12.5. Hencnonb3oBaHHbIA KOHLIEHTPAT MPOMbIBOYHOIO pacTBopa CrefiyeT YTWUAM3MPOBaTb,
Kak 0Txofbl Knacca A

12.6. Hewncnonb3oBaHHble MOMNOXMWTENbHbIE U OTPULATE/IbHBIE KOHTPOMM Habopa, pacTsop
KOHbHOrata u MMMYHOCOPO6eHT crieflyeT 06e33apaxuBatb U YTUIU3MPOBaTb, KaK MeAULMHCKME OTXOAbI
Knacca b.

12.7. Heucnonb3oBaHHble TMB u CTon-peareHT cregyet YTUIM3UPOBATb, KaK OTXOAbI
Knacca .

12.8. YTuausauma npoBOAUTCA Creunain3MpoBaHHbIMW OpraHu3aumsamMn, KOTOpble MMeHT
NINLIEH3MIO0 Ha NPaBo YTWUAM3aunmM MeauLMHCKNX OTXOLOB.

13. OIrPAHWYEHWVE TECTA

CneflyeT NOMHWTb, YTO pe3y/bTaTbl TECTUPOBAHUA Ha aHTUTENA He MOTYT ObITb €4NHCTBEHHbIM
KpuTepreM A5 AMarHOCTUKM UKW UCKITKOYEHUS CUGUAnCa, UK ANa onpeaeneHns ctatyca MHeKumm.
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OTpuLaTeNbHbIA pesynbTaT WCCNEA0BaHNUS MPU  HAIMYMM  UHAULMPOBAHMS  XaMWavMo30M

BO3MOXKEH:
- BO BpemMsi CEpOHEraTMBHOrO OKHa - Mepuoj BPeMeHW Mpy XnamMuanose, AN[WMncs c
MOMEHTa MWHMULMPOBaHUA [0 BbIPpabOTKM UMMYHHON cucTemoin 1gG  aHTuTen;
CepoHeraT1BHOe OKHO B CpeAHeM cocTaBnseT 14 AHei;
- Y NaumMeHToB CO CMabbiM MMMYHHbIM OTBETOM (COCTOSIHME MMMYHOCYMPECCUM).

14. CPOK TOAHOCTIW, YCNOBNA TPAHCIMOPTUPOBAHUA N XPAHEHWA
Tabmmua 6. CpoK roAHOCTW, YCNOBMA TPaHCMNOPTUPOBAHMS M XpaHeHus Habopa peareHTOB W
KOMMOHEHTOB

MapameTp Mepuopg Ycnosusa
Cpok  rogHocT  Habopa 24 mecsua XpaHUTb B YMakoBKe MNpPON3BOAUTENS B
peareHToB CYXOM, 3allM1LLEHHOM OT CBeTa MecTe, npu
TemnepaType ot 2 fo 8°C.
BHumaHwne! 3amopaxunsaHue He
[lonycKaeTca
TpaHcnopTMpoBKa B TeyeHue cpoka npwv Temnepatype ot 2 o 8° C
rogHocTU
10 cyTOK npu Temnepatype ot 9 go 28°C
BckpbiThle KOMMOHEHTLI: B TeyeHue Cpoka XpaHuUTb B YMaKOBKe MNpPOu3BOAUTENSA B
K(+), K(-), ®CB-T(x26), rogHocTu Habopa CyXOM, 3allMLLEHHOM OT CBeTa MecTe, npu
TMB, PK, PPO, Crton- peareHToB Temnepatype ot 2 o 8° C
peareHT, IMMyHOCOp6EHT
Pabounit MPOMbIBOYHbIA  He 6onee 15 CyTOK npv Temnepartype ot 18 go 28°C
pactsop ®Cb-T He 6onee 45 CyTOK npum Temnepartype ot 2 Ao 8°C

15. TAPAHTUPLLUbLIE OBA3ATENNLCTBA

MMpoun3BoaMTeNb rapaHTMpyeT COOTBETCTBMe Habopa peareHToB «Chlamydia tr.-IgG-
NMBUAH-N®A» TpeboBaHWUSM HOPMATUBHON M TEXHUYECKOW AOKYMEHTAUMK, a TakKe KavyecTBo U
6e30MacHOCTb MPOAYKTa B TEYEHWE BCEro CPOKa rogHOCTM.

Peknamaumy Ha cneuuguyeckne n usmyeckue cBoiicTBa Habopa peareHToB «Chlamydia tr.-
19G-MIMBUAH-N®A» HanpasnaTtb no agpecy npeanpuatua-usrotosutens: OO0 «MMBUAH J1IAB»,
630559, Poccus, Hoocubupckas o6nacTb, r.0. paboumin nocénok Konbuoso, pn KonbLoBO, yn
Caposas, a. 2/7, atax 2, nomMel. 2, Ten.: +7 (383) 209 34 54, info@imbian.ru, www.imbian.m.

16.  ®OPMA MOAAUM PEKJTAMALINI
,ﬂ,]’lﬂ npoBedeHnAa paccnegosaHnAa U nNoJsiyd4eHuA 0OBbEKTUBHbIX BbIBOOB IO 3a5B/IEHHOM

peKnaMaLmm Heo6X0AMMO NPesoCTaBUTh:

- peKnaMauMoHHbI Habop peareHToB (NpW HaIMYMKM) C COMPOBOAMTENbHBIM MUCbMOM,
COZIEPXKaLLMM MHDOPMALIMIO O BbISB/IEHHbIX HECOOTBETCTBUSAX;

- uccnepyemble 06pasupl;

- MPOTOKO/Mbl WUCCNEe0BaHWUIA, BbINOMHEHHbIX APYrUM MeToAoM (yKasaTb HauMeHOBaHMe,
Ceputo, CPOK roA4HOCTM Habopa);

- MNPOTOKO/bl WCCNEAOBaHWIA, BbIMNOHEHHBLIX pPedepeHCHbIM HabopoM - No6oK  Habop
peareHTOB 4719 UMMYHO(epMeHTHOr0 BbisiBNeHUs aHTuUTen knacca G (1gG) kK Chlamydia trachomatis,
VMEOLLMIA  perncTpaumoHHoe yaocTtoBepeHue Poccuiickoih Pefepauum (ykasaTb HauMMeEHOBaHWe,
Ceputo, CPOK roHOCTM Habopa).

17. CUMBOJIbl MAPKNPOBKW
Tabnua 7. CUMBO/IbI, NMPUMEHSIEMbIE NMPY MapKUPOBKeE

Cumeon HanmeHoBaHWe cumBona Cumson HavnmeHoBaHVe cMBoONa
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Vicnonb3oBaTk A0 ® 38.I'IpET Ha NOBTOPHOE NPUMEHEHNE

d] [laTta U3roTosneHns I "I 3rotoBuTENb

Kog cepun He nonyckatb BO3feiCTBUS
|[tot| COJIHEYHOr 0 CBeTa
Homep no katanory CopepXxmumoro goctaTto4yHo ana 96
REF onpeaeneHnin
CofiepXMMOro JOCTaTo4HO A Coaep>XXUMoro JocTaTouHo Ans
\b) 192 onpegeneHwii \ASO 480 onpeseneHui
O6paTnTech K MHCTPYKLMKW MO MeguumHCKoe n3aenune ans
G_LI MPUMEHEHNIO IVD AMarHoCcTuKM in vitro
MC Mpegen Temnepartypsl He ncnonb3osars npu
2"C-A MOBPEXAEHNMN YNaKOBKM
Bepeub 0T Bnaru Brionornueckmin puck

H302: BpegHo npv nporniaTbiBaHUA
H315: Mpn nonagaHnn Ha KOXY Bbl3bIBaET pasapaxeHne
H319: Mpn nonagaHnn B rnasa Bbi3biBaeT BblpaXXeHHOEe pa3gparkeHne

18. LUTPNXKOLA

Ne KOMNekTa LLITpnx-Koq
KomnnekT | 4 620102 802959
KomnnekT 2 4 620102 802997
KomnnekT 3 4 620102 803000
Pa3paboTan E [.B. byTopuH
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