NHCTPYKLUMSI MO NPUMEHEHMIO
NANAN _
'D'HK TEXHONIOTHA PEMOPJIOP® CKPUH

OpraHu3auys-npou3soanuTeb OpraHuzauus-paspaboTumk

MecTo npousBoacTaa (1)

COI'’MACOBAHO YTBEPXIOAHIO

aNbHbI AMPEKTOP

CXHOM0Trna»

. JleBn4eB
2020 .

NHCTPYKUWNA MO MPUMEHEHWIO
Ha6op peareHToB /151 CKpUHWHTOBOFO MUCCNea0BaHNs MUKPOMI0PbI

YPOreHUTa/IbHOro TpakTa y XXeHLWuH metogoM NLLP B pexxmume peanbHOro BpemMeHu

(PEMODJTIOP® CKPUH)
MecTo npomssoacTsa (2)
COINMACOBAHO
eHe eKTop
rrC»
A CavapuH
2020 .

2020

3NEKTPOHHAS KONHA 0GOPMAIEHA LIEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA



WNHCTpYKUMS NO NMPUMEHEHUIO Nver 2

AN IHK-TEXHO/OT A ®EMO®/IOP® CKPUH NncTos 26

BBEJAEHWNE

JlabopaTopHast AuMarHoCTMKa B MPaKkTUKe Bpayeil aKyLllepoB-TMHEKO/IONOB U
[l€PMaTOBEHEPO/I0r0B UrpaeT BaXKHYH PoO/ib, NMOCKO/LKY B NOC/NeAHee BPeMst OCOOEHHOCTbIO
YPOreHUTa/IbHble MH(EKLUUIA, B TOM 4WC/e MNepefaBaeMblX MOMOBbIM MYTEM, SB/SETCH
Ma/I0OCUMNTOMHOCTb  K/IMHWYECKUX MPOSBNIEHWIA. B pesynbTate 4yero, nauyumeHTKW Mo34HO
obpallatoTcsl K Bpa4vy, Hepeako YXKe Ha CTafun pasBUTUS OCNOXHEHWA CO CTOPOHbI
PErnpoLyKTUBHOA CUCTEMBI.

COBpEMEHHbI  AWArHOCTUYECKUA  apCeHan  Bpava-KMHMUMCTa  Hapsgy C
TPagULUUOHHBIMM  MeTogaMu  (MUKPOCKOMUA U GaKTepUONIOrMyYecKMin  Moces) BK/IHOYaeT
TaKKe U MOJIEKYNAPHO-BMONOrMyeckme MeToAbl, YTO MO3BOMSAET MofobpaTh AN1A KaXaoro
KOHKPETHOI0 nawyeHTa onTUMasibHbIiA anroput™M 06Cnef0BaHus.

BO3MOXHOCTU  3TUOMONMYECKON  AMArHOCTUKW  BO3GyaAUTENed  MHGEKUWUiA,
nepefasaeMbiXx nonosbiM nyTém (M), 3Ha4YMTENbHO pacLUMPUINCE C MOSIBNIEHWEM B
K/IMHUKO-AMarHoOCTMYEeCKNX labopaTopusax MeToda nonvmMepasHou LenHoi peakumm (MUP),
KOTOpbIA B KOPOTKME CPOKWM (1-2 AHS) MO3BOMSIET YCTAaHOBUTb HanMuve WUan OTCYTCTBUE
reHeTMYeCcKOro marvepumana MHGEKLUMOHHOIO areHTa B OGMOMOrMyecKoM obpasue, B3ATOM
HENOCPeACTBEHHO M3 o4ara MHGeKUmun.

CneaywowymM LWIaroMm B pasBUTUN NabopaToOpHOM AMarHOCTUKK BO30YaAuTenei
MH(EKUMA  CTano MosB/iEHWE MPUOOPOB M TEXHOMOTUA, MO3BOJMIAOLMX  YUUTbIBATD
pesynbTathl MNLP B aBTOMaTUYeCKOM pexxume. Takoit BapmaHT MLIP no3sonser, B oTanyme
OT 60/1ee paHHEN, «KIacCMYecKom» BepcuM MeTofa, OnpeaensiTb KOMMYeCTBO HYKIENHOBBIX
KUCNOT MCKOMbIX MUKPOOPraH13MOB.

KayecTBeHHass M KO/MMYECTBEHHAs OLIEHKA CNOXHbIX MUKPOOHbIX COO0OLLECTB
CTaHOBUTCA abCONOTHO HeOOXOAMMOWN AN AMArHOCTUKU AMCOMOTMYECKMX HapyLLEHWN,
MPUUYMHON  KOTOPbIX SBMAKOTCA  YC/NOBHO-MATOrEHHbIE MWUKPOOPraHW3Mbl, KOTOpble B
HebO/bLLUMX KOJIMYECTBAX MOTYT MPUCYTCTBOBATb B YPOreHUTAIbHOM TPaKTe Y 3[0POBbIX
YKEHLLMH.

Mpy nepBuMyHOM o6paLleHMM MauMeHTOK, Ha OCHOBAHUWM TOMbKO K/IMHUYECKMX
CMMNTOMOB Bpayy 4acTo ObIBaeT TPYAHO MPOBECTU AU((EPEHUNaNbHYIO ANarHOCTUKY
MH(eKUMIA, Bbi3BaHHbIX BO36yauTenamu UMMM, supycamu, rpubéamun, v AUCOMOTUYECKMX

HapYLUEHWIA, KOTOpble SBNAKOTCA CReACTBMEM HapylUeHWsi GanaHca MeXay YCNOBHO-
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NaToreHHbIMM  MUKPOOPraHU3Mamy U HOPMasibHOM MUKPOQ/IOPOA BRaraimniia >KeHLMH
PenpoayKT1BHOIO Bo3pacTta (lakTo6aKTepusamm).

Habop peareHToB PEMO®/IOP® CKPWUH no3BONSET OUEHUTb COCTOSIHWE
MUKPOOMOLIEHO3a YPOreHUTA/IbHOrO TpakTa XeHWMHbl  PenpofyKTUBHOIO BO3pacTa.
MuKpo6GNOLIEHO3 OLEHMBAIOT MYTEM CpaBHEHWUS KOMMYecTBa HOPMasibHOM MUKPOQIOopsbI
(Lactobacillus spp.) ¢ obuweit 6akTtepransHoit maccoil (OBM). OTCyTCTBME 3HAUMMBbIX
pasiMunMin - Mexgy ITuMM nokasatensamu  (6osblias  vacTb  GaKkTepuasibHOM  Macchbl
npefcTaB/ieHa NakTo6aKTepusMmn) CBUAETENBCTBYET O COXPaHHOCTM HOPMOM/IOPbI.

3HauMmoe YMeHbLUEHNE KONMYecTBa NlaKTob6aKTepuii oTHocuTenbHO OBM, Kak
npaswno, conposoxaaet UMMM nnn cBMAETENbCTBYET O AUCOMOTMYECKUX HapyLUeHMsX
Pas/INYHOM CTEMEHU TSHKECTU, MPU KOTOPbIX Ha JOHE CHUXKEHWSA HOPMasIbHOM MUKPOQIOPbI

YBENNUMBAETCS KOMIMYECTBO YC/IOBHO-MATOrEeHHbIX GaKTepUii.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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1 HASHAYEHWNE

11 Hactoswas WHCTPYKUMSA pacnpoCcTpaHAaeTcd Ha Habop peareHToB AN
CKPVHWHIOBOr0 UCCnefoBaHNA MUKPOMIOPb! YPOTreHNTa/IbHOTO TPAKTa Y XeHLUH METOL0M
MUP B pexxrme peansHoro BpemeHn (PEMODP/IOP® CKPH).

12 Hab6op peareHToB PEMO®P/IOP® CKPWUH npefHasHayeH ANs BbISBIEHUA
[AHK naToreHHbIX 1 YCNOBHO-NATOreHHbIX MUKPOOPraHU3MOB C LiefIbk0 OLEHKWU COCTOSHUSA
MUKPOQ/IOPbl  YPOreHUTAIbHOrO  TpakTa Yy O>KeHWWH Metogom T[ILP ¢ pgeTekumei
pe3ynbTaToB B PeXunme peaslbHOro BPpeMeHMU.

1.3 Habop peareHTOB MOXeT ObITb MCMO/Mb30BaH B K/IMHUKO-AMArHOCTUYECKNX

nabopaTopusx MeANLIMHCKIX YUPEXAEHWIA N HayYHO-MCCNeA0BaTebCKO NPAKTUKE.

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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2 XAPAKTEPUCTUKA HABOPA
2.1 CoctaB Habopa peareHToB

Habop peareHtoB ®PEMO®JIOP® CKPWH BblUyCKaeTCA B Creayromx gacoBkax:
CTaHA yrHas (MapKupyeTcs - S), 419 aBTOMaTU3MPOBaHHOI O 03MPoBaHUA (MapKupyeTcs - A).

Habop cTaHaapTHOW (hacoBKM ((hacoBKa - S) BK/IHOUAET CNefyHoLLIME KOMMOHEHTI:

CtaHpapTHas tacoBka (S)

KonunyecTBo onpeaeneHui, WT. 24
KonunuyecTso HoMUWHanbHOe KONMYecTBo
HavmeHoBaHMe KOMMNOHEHTA
npo6upok KOMMOHeHTa
Cwmecu ana amnangukalmm
' 24 CTpuna no 8 npo6upok

3anevataHHble napaguHoM Crpunano 8 npobupo no 20 mkn
PacTteop Tag-nonumepassl MAX 4 Npo6upku no 500 mKn
MuHepanbHoe macno 4 npobupku no 1,0 mn
MoNOXNUTeNbHbLIA KOHTPO/IbHBIN

P 1 npobupka 160 mMKn
obpasel,
Kpblwku gna Ctpunos

P A P 24 wr.

Habop (hacoBKM A/ aBTOMATU3MPOBAaHHOIO A03MpoBaHua (hacoBka - A) BK/OYaeT

cnegyrowime KOMMNOHEHTbI:

PacoBka /19 aBTOMATU3NPOBAHHOIO J03UpoBaHna (A)
KonuuecTtso onpegenexui,

48
L.
HoMuHanbHoe KoIMYecTBo

HanmMeHoBaHMe KOMMNOHEHTA Konuyectso npobupok

KOMMOHeHTa
Cwmecn ang amnamdukaymm
Crpum 2 cTpuna no 8 npobupok no 140 mMkn
MLP-6ydep Ctpum-K 2 Npobupkun no 600 mMkn
Monumepasa TexHoTag MAX 2 Npobupkun no 60 mkn
bytep ansa passegeHus AHK 4 npobunpkn no 1,0 mn
nO“O)KMTe”bf'bM 2 Npobupkun no 100 mkn
KOHTPO/bHbLIA 06pasew,
MpuHaanexHocTu:
CTpunbl No 8 Npo6uMpok 10 wr. -
Kpbiwkn gna Ctpunos 2 Wr.

MpuBeseHa (hacoBKa AN MCMONb30BaHWS [03MPYHOLEro ycrporictea ATcTpuM fAns AanbHeiilero npoBefeHNs
MLP Ha geTekTupytoLem amnandukaTope «4Tnpaiim» (384 nyHku).

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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2.2  Yuncno aHannsupyembix npob

Ha6op peareHToB PEMO®P/IOP® CKPWH B cTaHaapTHOM (hacoBKe paccyuTaH Ha
24 onpepeneHnsi, B (pacoBke A1 aBTOMAaTM3MPOBAHHOrO [03MpoBaHMsA - Ha 48
ornpeAeneHunii, BKNOYas MccrefoBaHNe NONOXMUTENbHbLIX W OTPULATENIbHBIX KOHTPO/bHbIX

06pasLLoB.

2.3 TlpuHUMn MeToaa

MpuHUMN MeToAa OCHOBaH Ha MCMO/b30BaHMKM npouecca amnangukaumm OHK ¢
MOMOLLLbKO NoNMMepasHoit LenHoit peakuun (MLLP).

Mpouecc  amnanUKauMyM  3aK/O4aeTcs B MOBTOPAILLMXCA  LMKIAX
TemnepaTypHo/ feHatypaumm [OHK, omTxkura npaimepoB C KOMMAEMEHTapPHbIMM
nocnefoBaTeNlbHOCTAMU U NOCNEAYHOLLENA AOCTPOMKON NOMMHYKNEOTUAHBIX LENen ¢ 3TUX
nparimepoB HK-nonnvepasoi.

[17 NOBbILWEHNA YYBCTBUTE/ILHOCTU W CMELM(UYHOCTM peakumm npegycMoTPeHO
MPYMEHEHMe «ropsyero» cTapTa, KOTOpbIA obecrieymBaeTcs ANS CTaHLAPTHOM (DaCcOBKM
Habopa peareHTOB METOAMKOW MPUrOTOBNEHNA PeaKLUMOHHON CMECK, COCTOSILLEN 13 ABYX
C/I0eB, pasfefieHHbIX NPOCIONKOM M3 napadmHa, AN aBTOMATU3MPOBAHHOW (DACOBKU -
Moauukaumein nonumepasol TexHoTag MAX. Kcnonb3yeMbld NOAXOL MWCKIOYaeT
HeCMeunpUYeCcKnin omKUr npaiMepoB Ha JHK-MulleHn npy HayvalibHOM MpPOrpese
NPOGUPKN.

B cmecn ans amnnvdmkaumm BeefeHbl AHK-30HAbI, KaXAblil M3 KOTOPbIX
COAEPXNUT (P/TYOPECLEHTHYIO METKY W racutenb ayopecueHummn. Mpyn obpazoBaHUs
cneynduyHoro npogykra OHK-30HL  paspyliaetcs, [eicTBME  racutens  Ha
(p/lyOpecLUeHTHY0  MEeTKY MNpekpallaercd, 4YTO BeAeT K BO3PaCTaHWO  YPOBHSA
(hiyopecueHUMN,  KOTOPbIN  (IMKCUpYeTCA  AeTEKTUPYHOWMUM  aMmnINgUKaTopom.
KonnyectBo paspyLUeHHbIX 30HAOB (@, C/efoBaTeNlbHO, M YPOBeHb (hyopecLeHLmm)
MPOMOPLMOHA/ILHO  KOJIMYECTBY  00pa30BaBLUMXCA  CMEUMPUYECKNX  aMMIMKOHOB U
N3MEPSAETCA Ha KaXKAOM LMK/Ie amnmgmkaumu.

B coctaB [OHK-30HZOB, WCNONb3ywoWMXca Ang  AeTeKuun  NpoAyKToB
amnangukaumm, BKIOYEHbI (NyopecueHTHble MeTkM Fam, Hex, Rox u Cy5 (cm.
Tabnuuy 1). Vicnonb3oBaHWe HECKONbKUX (hyOPeCUeHTHbIX KpacuTener Mo3BonseT

COKpaTnTb KO/IN4YEeCTBO I'Ip06VIp0K, MOCKO/IbKY MNOABMAETCA BO3MOXXHOCTb OAHOBPEMEHHO

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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perucTpupoBaTb  pe3ynibTaTbl  HECKONbKMX — pasHbIX — peakuuin  amnangukauum,
OJHOBPEMEHHO NPOXOAALLMX B OAHON NPOOMPKE.

[ns  KOHTPONA pacrofiokeHWs CcTpuna B TEPMOOIOKE  [eTeKTMP3MOLLEro
amnnuukaTopa B OfHY U3 CMecein And amnangukaumm fobasneH OfIMIOHYKNeoTUs C
(hnyopecueHTHOM MeTKoM Rox. OH MCnonb3yeTcs NpMOopoM Kak Mapkep onpeeneHus
MOJIOXKEeHUA cTpuna B TepMo6soke. ocne NpoxXoxaeHWs amnaugukauuy nporpaMma
CpaBHVBAET 3alaHHOe OMnepaTopoM PacrofioKeHVe NPOBUPOK C peasibHbIM MOJTIOXKEHVEM
MapKepa, W, eC/i HaxOAUT HecoBMafeHve, TO MNpeaynpeXxxaaeT oreparopa 06 3TOM,
Onepatopy criefyeT 60 pacrnofioXnTb AaHHble U3 KaXA0M OTAeNbHON Npobupkn B
COOTBETCTBYIOLLEM MNOPALKE BPYYHYtO, MO0 MOBTOPUTL WCCNefoBaHWe [aHHOro
o6pasua.

B Habope peareHToB PEMO®JIOP® CKPUH B HECKO/IbKO NPOGUPOK CO CMECAMU
AN amnangukaumy ao6aeneH BHYTPEHHWUIA KOHTponb (BK), npeaHasHayeHHbIA Ans
OLEHKM 3(heKTUBHOCTUN NPOTEKaHUA MONMMEPa3HOW LierHON peakumm.

Habop peareHtoB PEMO®D/IOP® CKPUH BktovaeT: cmecb ana  [LP-
amMnanukaumm, cneumuyHyo ana Bcex baktepuii (o6was 6aktepuanbHasi Macca, OBM),
CMecCb, cneummnyHyto ans nakrobakrepuii (Lactobacillus spp.) n cMmecu, cneymdmnyHble ans
MaTOreHHbIX M YCMNOBHO-MATOreHHbIX MUKPOOpraHM3MoB. OfHa 13 CMecelt npefgHa3HayeHa
Ans  amnanukaumm  reHomHo  JHK  yenoBeka (KOHTPO/Ib  B3ATWUSA  KIMHWYECKOrO
matepuana, KBM). KBM wucnonb3yeTca A1 UCKNHOYEHWUS OLWKNOOK MpeaHasIMTUYECKOro
atana. B cnyyae HeOCTaTOYHOrO 4/ aHaM3a KoMM4ecTBa B3ATOr0 MaTepuana TpebyeTcs
MOBTOPHOE MOJTyYeHMe KIMHUYECKOro MaTtepuana.

WccnepgosaHne ¢ mcnonb3oBaHveM Habopa peareHToB PEMO®P/IOP® CKPUH
COCTOMT U3 crepytowmx 3rtanos: BblgeneHne [OHK (npo6onogrotoeka) u  TLLP-
amnanukauma JHK B pexxrme peasibHOro BPeMeHN.

[ns nposeaeHns MLP ncnonb3yoT geTekTmpyoLme aMmnamdmkaTopb! «4Tnpaimy>,
«ATnaint» n AT-96 (OO0 «HMO AHK-TexHonorus).

[Mocne NpoXoxAeHWs amnanuKauMnm no nokasaTtento WHAMKATOPHOro LMKia
NMPOrpaMMHO PaccYMTLIBAETCA KOMMYECTBO 06LLE GaKTepuanibHON Macchl, lakTobaKTepuii
MW KaKOOr0 U3 YC/OBHO-MATOreHHbIX  MWKPOOPraHuM3MoB. [ NaTOreHHbIX
MWUKPOOPraH13mMoB NMPOBOAUTCS KAYECTBEHHBIA aHaNN3.

1TonbkKo modenu 4M1; 4M3; 4M6; 5M1; 5M3; 5M6; 6M1; 6M3; 6M6
& 000 UUPMU @] INFO@CIRMI.RU €5 WWW.GOSZDRAVNADZORRU ; 5S2; 6S1; 6S2
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Tabnunuya 1 - Bbisgnsemble Habopom PEMOP/IOP® CKPUH nokasartenu, LBETOBaS

MapKUpoBKa bydepa 1 KaHasbl AeTeKLM NPOAYyKTOB aMnU(MKaLm

Ne
Mpobu
PKM

1

2

8

KaHanbl fetekumm

Fam Hex Rox Cy5

ObLLas GakTepuasnbHas Macca BK )

(OBM)

Hopmodiopa - Lactobacillus BK

spp.’

Gardnerella vaginalis /

Prevotella bivia/ BK -

Pon)hvromonas spp.

Ureaplasma (urealyticum + BK ) )

parvum)

KoHTpOnb
Candida spp. B3ATVA Mapkep -
marepviana
- Mycoplasma
Mycoplasma hominis BK genitalium
. N Neisseria Chlamydia

Trichomonas vaginalis BK gonorrhoeae  trachomatis
Herpes

Herpes simplex virus 2 BK Cytomegalovirus  simplex
virus 1

LigeToBas
MapKMpoBKa

Oychepa
Cony6oii

E@j@ *NIA

og, spp. Nofpa3yMeBaeTCa LUMPOKass rpynna MUKPOOPraHU3MOB, KOTOpasi OTHOCUTCS K IaHHOMY
poAy, HO MOXKET He COOTBETCTBOBAThb MOIHOCTLIO POAY B €0 CUCTEMATUYECKOM NMOHUMAHUN.

2.4 Bpems NpoBeAeHNst aHaim3a - 0T 2,5 4 BKtoYasi aTan npobonoaroToBKM.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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3  AHAJIMTUYECKUME XAPAKTEPUCTUKK

Mpu  wnccnefoBaHUM  MUKPOQUIOPbI  YPOTEHUTAIbHOrO  TpakTa Yy XKEHLUMH
ONpeaensieTcs KOIMYECTBO YC/IOBHO-MATOrEHHbIX MWKPOOPraHM3MOB B TPaHCMOPTHOM
cpefe, npornopumoHanbHoe 00LLeii 06CeMeHEeHHOCTU COOTBETCTBYHOLWEro 6uotona. [Ans
NaToreHHbIX MUKPOOPraHM3MOB NPOBOAMTCA KaueCTBEHHbI aHann3 Hanmums JHK.

31 CneumpnyHOCTb

Cnuncok BbIsSiIBNSEMbIX HAbOPOM MOKa3aTenein npeacTasneH B Tabnmue 1

B o6pa3suax 6uonormyeckoro martepuana, cogepxawmx AHK BbisiBnsemoro
MokasaTtensi, BO BpemMs MNPOBEAEHUs aMnInguKauum AeTEKTUPYIOWMIA aMnandmkaTop
[O/MKEH  PermcTpupoBaTb  3KCMOHEHLUMaNbHbIA  POCT  YPOBHA  (hilyopecueHUMn B
COOTBETCTBYHOLLEN NPOGUPKE.

B o6pasuax 6uonornyeckoro matepuana, He cogepxawmx AHK BbisBiseMoro
nokasatens, Mpv MPOBeAeHUM  aMMIN(UKALMM  3KCMOHEHUMA/bHBIA  POCT  YPOBHA
(hNlyopecLEeHUMM B COOTBETCTBYHOLLIEN NPOBUPKE OTCYTCTBYET.

3.2 AHanuTnyeckas YyBCTBUTE/NIbHOCTb

Ona Bcex, kpome Mycoplasma genitalium. Trichomonas vaginalis, Neisseria
gonorrhoeae, Chlamydia trachomatis, Cytomegalovirus, Herpes simplex virus 1, Herpes
simplex virus 2 - 10 000 konwuiA/mn.

Ana Mycoplasma genitalium, Trichomonas vaginalis. Neisseria gonorrhoeae,
Chlamydia trachomatis. Cytomegalovirus, Herpes simplex virus 1, Herpes simplex virus 2 -
2 000 konwi/mn.

3.3 KOHTposb B3aTNA MaTepuana

B o6pasuax 61monornyeckoro Marepuana, B KOTOpbIX NPUCYTCTBYET reHoMHas AHK
Ye/IoBEKa AETEKTUPYIOLMIA aMMINGUKATOP AO/HKEH PermcTpyMpoBaTh 3KCMOHEHLMabHbIN
POCT YPOBHS (h/lyopecLeHLU B COOTBETCTBYHOLLEN NPOGUpKe.

B o6pa3uax 61010rMyeckoro marepvana, B KOTopbIX OTCYTCTBYeT reHomHas AHK
YenoBeka, Mpv  MPOBeeHUN  aMNANUKALUN  3KCMOHEHUMANbHBIA  POCT  YPOBHS
(hnyopecLeHLMM B COOTBETCTBYHOLLEW NPOGUPKe OTCYTCTBYET.

3.4 [narHoctumyeckas 4yBCTBUTENbHOCTbL: 98-100%

3.5 [umarHoctuyeckasa cneumuyHocTb: 100%

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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4 MEPbI NMPEJOCTOPOXXHOCTU

Pabota [O/mMKHA NPOBOAMUTLCA B /1a60PaTOPUN, BbIMOJHAIOLLEA MONEKYNSPHO-
ouonornyeckne (MUP) wuccnegoBaHWs  KAMHWYECKOro MaTtepuana € COGMOAeHMEM
MEeTOAMYECKUX YyKasaHuidi MY  1.3.2569-09 «OpraHuzaumsi paboTbl 1abopaTopuid,
MCNOMb3YHOLLMX METO/AbI aMNINPUKALMN HYKTEMHOBbLIX KUCOT, Npu paboTe ¢ MaTepuasiom,
cofiepXkaLmm MuKpoopraHnamel -1V rpynn naToreHHoCT» U ¢ COB6M0AeHEM CaHUTApPHO-
anugemmonormvyeckux — npasun  CI 1.3.2322-08  «be3onacHocTb  paboTel  C
mukpoopraHnamamu  II-IV - rpynn  natoreHHocTM  (onacHoOCTM) W BO3GYAUTENAMM
napasuTapHbIX 60n1e3Hel». ccneayemMble 06pasipbl paccMaTpMBaOTCA KakK NOTEHLUMabHO-
onacHsle.

K pa6oTe ¢ Habopom peareHTOB AOMYyCKaeTcA TOMbKO MepcoHasn, 06YyYeHHbIN
MeToZaM MOJEKYNAPHOM AMArHOCTUKL 1 npaBuiam paboTbl B KIMHWUKO-AMArHOCTUYECKON
naboparopuu.

MogroTosky 1 nposegeHue K MLP cnepyet nposoauTs B MLP-60Kcax.

JTabopaTopHoe 060pyAoBaHME U MPUHALIEXXHOCTI, UCMOMb3yeMble NMpu paboTe ¢
HabopoM, AO/MKHbI 6blTb COOTBETCTBYHOLMM 06pa30M MOBEPEHbl (B aKKPeAMTOBaHHbIX
naboparopusax) 1 NPOMapK1pPOBaHbI.

Vcnonb3oBaHHble 0OAHOPa30Bble MPUHAAIEXHOCTU (MPOBUPKM, HAKOHEYHWKW)
AO/MKHbI COpacbiBaTbCs B CreupanbHbI KOHTEHep, cofepxXaluii Ae3nHMULMPYHOLLMIA
pacTBop.

Mpn paboTe C HabOpPOM peareHTOB «B PEXMME PeasibHOro BPEMEHU» MNpu
y[afeHn OTXOAO0B Mocne amnaMukaumm (Npobupok, cogepxxawmx npofykrel MLP)
3anpeLLaeTcs OTKPbITME NPOBGUPOK, TaK Kak 3TO MOXET MPUBEETU K pPa3bpbl3rMBaHuI0
COAEPXMMOro M KoHTammHauum npogyktamu TILIP  obopynoBaHWs, peareHToB U
NabopaTopHON 30HbI.

O6paboTKy NOMELLIEHMIA MPOBOAAT B COOTBETCTBUN C TpeboBaHusMM CIT 1.3.2322-
08. Bce noBepxHoOeTV B nabopatopum (paboume CTOMbI, LWITaTMBLI, 060pYyAOBaHNE N Ap.)
eXXe[IHEBHO MOo/BepratoT BMIAXKHON YOOpKe C NPUMEHEHMEM Ae3NHDULMP)LOLLMX/MOIOLLMX
CPeLCTB, pernamMeHTUPOBaHHbIX CaHUTapPHbIMK NpaBuIaMu.

MMoBepXHOCTM paboumx CTOMOB, a TakXkKe MOMELLEHW, B KOTOPbIX MPOBOAUTCA
MLUP, cnegyet 06a3atensHO, 40 W NMocne nposeaeHus paboT, 06/1yyaTb 6aKTepuUnLHbIMY
06/1yyaTensMmn B Te4eH1e 0HOro Yaca.

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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YTUNn3npoBatb HeWcrnosb30BaHHbIE PEaKTUBbLI, peareHTbl C WUCTEeKLWWM CPOKOM
FOAHOCTW, a TaKXKe MCNO/Mb30BaHHbIE peareHTbl U 61MONOrMYECKNiA MaTeprasn HeobXoAMMO B
COOTBETCTBUM C TpeboBaHuaMN CaHlMnH 2.1.7.2790-10 «CaHnTapHO-3NNAEMUONIOTUYECKIE
Tpe6oBaHMs K 06paLLEeHNIO C MEAVLMHCKUMU OTXO4aMU».

He ucnonb3oBatb Habop peareHToB:

- NPW HapyLLEHWW YCNOBWIA TPAHCNOPTUPOBAHUS U XPaHEHUS;

- NPV HECOOTBETCTBUM BHELLUHEro BWAA KOMMOHEHTOB, YKa3aHHOMY B Macrioprte K

Habopy peareHToB;
- NPY HapyLLUEHWUN BHYTPEHHEN YNaKOBKM KOMMNOHEHTOB Habopa;

- 110 UCTEYEHMIO CPOKA FOIHOCTM Habopa.

MpumeyaHne - Habop peareHTOB HE COLEPXKUT MaTepuasibl GMOMOrMYeCKOro
MPOUCXOXAEHNS, BeLecTB, 00Mafat0WMX KaHLEPOreHHbIM, MyTareHHbIM [e/CTBMEM, a Takxke
BUAIOLLMX Ha PENPOAYKTMBHYIO (DYHKUMIO 4enioBeka. py MCMo/b30BaHUM MO Ha3HAYEeHUIO U

CO6/MOAEHN Mep NPeJoCTOPOXHOCTY SIBSIETCS Ge30MacHbIM.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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5 OBOPYAOBAHWME N MATEPUAJbI
Mpn pabote c Habopom peareHToB PEMOPJIOP® CKPUH Heobxogumo

060py0BaHMe U MaTepuabl, NPUBEAEHHbIE B TAGNNLE 2.

Tabnuuya 2 - Matepuasbl, 060py0BaHNE N PeareHThbl

BapuaHT hacosku

O6opyaoBaHue 1 MaTepuabl
S A

MLIP-60kc na na
AvVNndmKaTop AeTeKTUpYoLWWIA «TrpaiMb> na na
AMMNMUKaTOp AeTEKTUPYOWMIA «OTnait», AT-96 fa HeT
YCTPONCTBO Ao3upytoLlee ATCTpum HeT na
YCTPOICTBO repMeTU3MpytoLLee, Hanpuvep ATnak HeT fa
X0nogubHUK GbITOBOA C MOPO3U/BHON Kamepoi na fa
LleHTpundpyra ¢ yckopeHviem 13000 g i Ja
MMKpOLEHTpUYra-BopTeKC i fa
LleHTpudpyra ang mukponsaHueT MLP (384 nyHkw) HeT Ja
TepmocTar TBepAOTE/bHbIIA, NOAAEPKMBAOLLIMIA TEMMepaTypy Ja Ja
[0 65 °C
[03aTopbl 3/IEKTPOHHbIE C afanTepoM WM [03aTOpbl MeXaHUYecKue i Ja
MepemMeHHOro obbemMa OfHOKaHa/IbHble U CMEHHbIMM  HAKOHEYHUKAMW,
Mo3BO/IAOLLWE O0TOMpaTL 06beMb! XxuakocTh 0,5-10 mkn, 2,0-20 mkn, 10-
100 mKkn, 20-200 mkn, 100-1000 mkn, 200-1000 mKn
OpaHopa30Bble HAKOHEYHUKM C (DUbTPOM BMeCTUMOCTbLHO 1,0-20 Mkn, 1,0- Ja fa
200 vk, 100-1000 mkn
MwuikponnaHewwt MNUP (384 nyHkw) HeT fa
MonMmepHas TepMON/IeHKa 415 MEAVLIMHCKUX Lieren HeT fa
Mpobrpkn 06BEMOM 1,5 MN fa fa
[MepyaTkn 0fHOPa30Bble 6e3 Tanbka na na
LLItaTnB «paboyee MeCTO» [y CTPUMOBAHHBIX NMPOGMPOK 06BLEMOM fa [a
0,2 mn
®usvonornyeckuin - pactBop (0,9 % NaCl) crepuibHbIA - Wn na na
TpaHCnopTHas cpeda Ans bronpob
EMKOCTb C AE3VH(MLIVPYIOLLM PacTBOPOM U1 CGPOCa MCTIO/b30BaHHbIX Ja i
HaKOHEYHWKOB, NMPOGUPOK M APYIrnX pacxXoiHbIX MaTeprasios
Komnnekt gans  BbigeneHus AHK 13 Guonormyeckoro  marepviana Ja Ja
(pekomeHayetcs  MPOBA-HK-TIKOC, TIPOBA-IC-M/IKOC, TPOBA-
MY)

~TOoNbkKo mMogenun 4M1; 4M3; 4M6; 5M1; 5M3; 5M6; 6M1; 6M3; 6M6
TONIbKO Mogenn 4S1; 4S2; 5S1; 5S2; 6S1; 6S2

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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6 AHANININPYEMbIE ObPA3LIbI

[ns nccnefoBaHUs MCNOMb3YHT COCKOObI 3NUTENMa/IbHBIX KNETOK M3 Bharaiviia
(3agHebOKOBbIE CBOfbI), YPETPbI, LEPBUKANTLHOrO KaHana. B3sitne, npenobpaboTky wu
XpaHeHWe marepuana npoBOAAT B COOTBETCTBUM C MHCTPYKUMEN K KOMIMNEKTY peareHToB
ana BblaeneHns OHK n3 6uonornyeckoro marepuana. PekoMeHAyemble KOMMIEKTbl A1
Bblgenenns AHK u3 6uonornyeckoro marepuana: MNPOBA-HK-M/KOC, MPOBA-IC-
MAKC n MPOBA-MUY.

6.1 B3aTne 06pa3L0B COCKOOOB anuUTeNnasibHbIX KIETOK

B3saTne cockoboB anuTeNNaIbHbIX KIETOK MPOBOAUTCS CTEPUIbHBIM OLHOPA30BbIM
30HAOM B MacTUKoBble nNpobupkn obbvemom 15 mn ¢ 300 MKN  CTEPUSILHOrO

(hM3M0M0rMYecKoro pacTeopa unm B NPOGUPKK C TPAHCMOPTHOM Cpeoil.
6.1.1 O6Lme TpeboBaHUA

[na nony4yeHVs KOPPEKTHbIX pPe3y/bTaToB 00/bLUIOe 3HAYEHWE WMMEET KayeCTBO
B3ATUA 06pa3ua 6uomaTepuana /19 UCCNeLOBaHWA, ero XpaHeHue, TPaHCNopTMpoBaHue u
npeasaputensHas 06paboTKa.

VccnepoBaHne MUKPOQIOpbl YPOreHUTasIbHOrO TpakTa Metogom lMLP oTHocKTes K
NpsAMbIM - MeToZam 1abopaTopHOro WCCnefoBaHWsd, TO ecTb o06pasel, 6uomarepuana
aHamM3mpyeTcd Ha Hamume U KoimuvectBo JHK HOpMO- M YCMOBHO-NaToOreHHoW
MUKpoopbl M Ha Hamuve [AHK natoreHHbIX MWUKpoopraHnsmos. OAHOBPeMEeHHO
aHa/IM3npyeTcs KayeCTBO B3ATWSA 6Guomartepuana npu MOMOLLUM KOMMYECTBEHHON OLEHKU

reHomHoin JHK yenoseka.
6.1.2 Matepuan ans uccnefoBaHui

PelleHe 0 He06XOAMMOCTM MCCNeaoBaTb Ty WM MHYHO NoKam3auuio (Bnaranuiue,
YPETPa, LEPBUKANbHBIA KaHan) [ OLEHKU COCTOSIHWS YPOTeHUTA/IbHOW MUKPOMIOpbI
MPUHUMAET Neyallyii Bpad Ha OCHOBaHUM COBOKYMHOCTU XKasnob MmaumeHTa U KIMHUYECKON
KapTUHbI.

YKeHLLMHbI HaKaHyHe 06Cnef0BaHNS He A0MKHbI NMPOBOAUTL TyaneT Mo/soBbIX OPraHoB
1 CNPUHLIEBaHVE.

[ns  nonyyeHns OOBLEKTMBHOIO pesynbTaTa HEoO6XoAMMO, UTOObl MCCnedyeMbli

13
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MWUHUMa/IbHOE KOMIMYeCcTBO CU3N N NMPUMECK KPoBU. HenpaBuibHOE B3ATHE 6V|0|V|aTep|/|ana
MOXXET NMPUBECTN K HEBO3MOXXHOCTWU MOMYyYEHNA OOCTOBEPHOIO pe3ynbTarta W, BCNEACTBUE

3TOro, HeO6XOAMMOCTY MOBTOPHOIO B3ATMA GUOMaTepmana.
6.1.3 Oco6eHHOCTM B3ATMS MaTepuana U3 Bnaraima

MaTepnan fomkeH 6bITb B3T [O NpoBeAeHWS MaHyanbHOro WCCnefoBaHus.
3epkano nepef MaHUNyNAUMER MOXHO CMOYUTb TEM/LIM CTEPUNbHBLIM (IU3MONIOrNYECKUM
pacTBOPOM, TMPUMEHEHME aHTUCENTUKOB A8 00paboTKM 3epkana MPOTUBOMNOKA3aHo.
CocKkob 6epyT ¢ 60KOBOro WM 3afHEro HKHero CBoAa Bnarasimia.

Y [eBoYeK B3ATUE MaTepuasa NPOM3BOAAT CO CMM3MCTOM 060M0YKN MNpeaaBepus
Bnaranuwa, a B OTAEMbHbIX CAy4vasx - U3 3afHero CBofa Braranmilia Yepe3 rmMeHabHble

KO/bLa.

6.1.4 OCo6eHHOCTM B3ATUA MaTepuasia 13 ypeTpbl:

. nepes B3ATVEM OuoOMaTepuana nauueHTy PeKOMeHZLYeTCs BO3fepXaTbCs OT
MOYEUNCNYCKaHWA B TeyeHne 1,5-2 4acos;

. HENoCpPeACTBEHHO Nepej B3ATMEM 6GuUoOMaTepuana Hapy)XXHOe OTBepcTue
ypeTpbl  Heobxoaumo 06paboTaTb  TaMMOHOM  (KOTOPbIA  MOXHO — CMOYUTb
CTEPUNbHBLIM (DU3MOTIOTNYECKMM PaCTBOPOM);

. MPY HaMYMN THOMHbBIX BbIAENEHNA COCKOO peKomeHAyeTcs 6paTtb yvepe3 15
20 MVHYT nocfie MO4YeucnyckaHus, npu OTCYTCTBUM Bbl4e/IEHNIA HEO6X0AMMO
MPOBECTU MacCaX YPeTpbl C MOMOLLLH0 30HAA AN B3ATUA GromaTepunana;

. B YPETPY Y XKEHLUMH 30H[, BBOAWUTCA Ha rnybuHy 1-1,5 cm, y feTeid matepuan

AJ15 UccnefoBaHns 6epyT TOMbKO C HAPY>XHOrO OTBEPCTUSA YPeTpbl.
6.1.5 OcobeHHOCTY B3ATUA MaTepuana 13 LiepBUKa/IbHOrO KaHana:

. rnepes B3ATUEM MaTepuasia Heo6X04AMMO YA IMTb BaTHbIM TaMMOHOM C/M3b U
3aTeM 06paboTaTh LIENKY MaTK/ CTePUIbHBIM (3100 MYECKUM PacTBOPOM;

. 30H[, BBOAWTCA B LiepBUKasbHBIA KaHan Ha rny6uHy 0,5-1,5 cw;

. Mpyv U3BMIEYEHUN 30HAA HEOOXOAMMO MOMHOCTbIO WMCK/IYUTL ero KacaHue

CTEHOK Bnaramuia.
6.1.6 MopsaoK B3ATVS MaTepmasa B NPOGUPKY C TPAHCMOPTHO cpeaoit
e OTKPbITb KPbILLKY NPOGUPKMN.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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e C MOMOLLbK O4HOPA30BOro 30HAA CAeNaTb COCKOO anuUTeNnabHbIX KIETOK U3
COOTBETCTBYHOLLEr0 6muoTona (Bnaranvile, ypeTpa, LepBUKabHbIA KaHan).

. MepeHecTn 30HA4 C 6rOMaTepuanom B MPOGMPKY C TPAHCMOPTHOW cpefov K
TLAaTeNbHO NPOMNOOLLMTE ero, nsberas pasopbl3rmBaHNA XXNLKOCTH.

*  Vi3Bneyb 30HA M3 pacTBOpa, NPWXKMMas ero K CTeHKe NPOGUpPKW, U yaauTb
M30bITOK >KMAKOCTU C 30HAA O CTEHKM NpPo6UpKK. KICNonb30BaHHbIA 30H[
YTUIN31POBATb.

Mpn Heob6X0AMMOCTM B3ATUSI GMOMaTepMana M3 HeCKOSbKMX 6MOTOMOB MOBTOPUTb
npouesypy, Kaxabli pa3 3abvpas MaTepyas HOBbIM 30HLOM B HOBYHO MPOGUPKY.

. MNOTHO 3aKPbITh KPbILLKY MPOGUPKK, NPOMapKUpPOoBaTh NMPOGUPKY.
6.2 TpaHcnopTnpoBaHWe N XpaHeHWe nccnefyemMoro matepmnana

BHAMAHWE! Bpemsa OT B3aTUS MaTepuana [0 Hayana uccnefoBaHUsa He A0/IHKHO
npesbILWaTh 24 Yacos.

TpaHCcnopTMpoBaTh U XpaHUTb 06pasLbl 40 Hayana WCCnefoBaHUA chnegyeT npu
Temnepatype ot 2 °C go 8 °C.

B cnyyae HEBO3MOXHOCTM JOCTaBKM MaTtepuvasna B 1abopaTopuio B TeYEHUE CYTOK

[ONYCKaeTCA O4HOKPATHOE 3aMOpPaKNBaHNE MaTepuasla.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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7 TMPOBEAEHVE AHAJISA

7.1 BbigeneHve OHK 13 6uonornyeckoro matepuana

BbiaeneHne AHK (npo6onoaroToBKy) NpoBOAAT B COOTBETCTBMM C MHCTPYKLMEN K
NCNOMb3yEMOMY KOMMJIEKTY peareHToB. PeKoMeHAyeMble KOMMNIEKTbI Anga BblgeneHna AHK
13 buonorunyeckoro Mmatepunana: NMPOBA-HK-TTHOC, MPOBA-I C-MJ1KOC, NMPOBA-MY.

MpumeyaHue - T[lpy UCMONL30BaHWM [ANA B3ATUS BGMONOMMYECKOro MaTepuasa

npo6upok ¢ peakteom MPOBA-PAMAL, BbigeneHve OHK HeobxoavMmo MPOBOAWTL TOMBKO C
ncrnonb3oBaHnem Komnnekta MNPOBA-HK-T/HOC.

O BO3MOXHOCTU MCMNOMNb30BaHUA APYTrnX KOMIMNEKTOB peareHToB ATSA BblAeNeHN:
OHK n3 6uonornyeckoro marepviana COBMECTHO ¢ Habopom peareHToB PEMO®P/IOP®
CKPWH MOXHO y3HaTb Yy NpeAcTaBUTENS KOMMaHUN,

BHVMAHWME! Komnnekt ana sblgeneHns AHK u3 6uonornyeckoro marepvana
He BXOAMT B cocTaB Habopa PEMO®JTIOP® CKPUH.

BHUMAHWE! He3aBucMMO OT UCMNOMb3yeMOro KomnnekTa ans BbigeneHns AHK
O[JHOBPEMEHHO C BblaeneHnem JHK 13 61monornyeckoro marepuana Heo6xoamMmo nNpoBecTyn
yepe3 BCe aTanbl MPOOGOMOArOTOBKM OTPMLATE/bHBLIA KOHTPO/bHBIA 0b6pasel, (B ero
KayecTBe MOXXHO MCMO/b30BaTh (PU3NOIOMMUYECKUIA pacTBOP W/IM TPAHCMOPTHYIO cpedy AN1S

61onpo6 B 06bEME COMMTACHO MHCTPYKLMK K KOMMNEKTY peareHToB Ans BblaeneHns AHK).

7.2 TopgroTtoBka v nposefeHue MNLUP. dacoBka S

7.21 TlpomapKupyiitTe no OAHOMY CTPUMY CO CMECsMW ANs aMnaMduKaLmu,
3aneyaTaHHbLIMM MapatHOM [N KaXAoro UcciegyeMoro 06paslia, MoMoXKMTENbHOTO

KOHTPO/IbHOro 06pasua (K+) 1 oTpuuarenibHoro KOHTPosibHoro o6pasua (K-).

MpumeyaHue - OOVH CTPUN PacCUMTaH Ha UCC/eN0BaHME OHOMO 06pa3La.

Hanpumep, HeobxogMmo npoaHanM3vpoBaTb fABa  o6pasua.  HyxxHO
NMPOMapKMpoBaTb N0 OAHOMY CTpWUMy Ans ABYX MCCheayembix 06pasuoB, OAUH CTpun -
«K+» 1 oguH cTpumn - «K-». ObLyee KOMMYECTBO CTPUMOB YETbIPE.

7.2.2 BCTpsxHUTE NPOGMPKY C pacTBopoM Tag-nonmmepasbl MAX B TeueHue 3-
5 C 1 ueHTpUgyrmpyiite B TeueHre 1-3 ¢ Ha MUKPOLIEHTPUAYTe-BOpTEKCE.

7.2.3 J[lo6aBbTe B KaXayH NMPo6MpKy, He noBpexmaas cnoi napagpuHa, no 10 Mk

pacteBopa Tag-nonnmepassl MAX.
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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7.2.4 [lo6aBbTe B Kaxayto MPOOMPKY MO OAHOM Karje MWHepaslbHOro Macna
(npumepHO 20 MKn). 3aKpoiTe KPbILLKX CTPUMOB.

7.25 BHVMAHWE! [na npefoTBpalleHNa KOHTaMUHaUUW cnefyeTt nepes
BHeceHneM JHK OTKpbIBaTb KPbILKY TO/IbKO TOTO CTPUMA, B KOTOPbIA OyfeT BHOCUTLCA
JaHHbIA 06pa3el, M 3akpblBaTb ee nepef BHeceHuem cnepaytowlero. Mpenapatbl OAHK
creflyeT BHOCUTb HAKOHEYHMKAMW C (IUNIbTPOM.

BHecuTe B Kaxaylo MpooMpKYy CTpUNOB A9 uUccnefyemblX 06pasuoB, He
noBpexzas cnoil napaduHa, no 5,0 MKN BblgeneHHoro u3 o6bpasuos npenapata OHK,
3aKpOWTe CTPUN KPbILLIKOW. B cTpunbl MapkupoBaHHble «K+» 1 «K-» AHK He BHOCKTCS.

7.2.6 BHecuTe B KaXOyt MpobGUpPKY CTpUMNa, MapKMpoBaHHOTO «K+», He
noepexgas cnov napaguHa, no 5,0 MKA MONOXMTENbHOrO KOHTPO/ILHOrO obpasua u3
Habopa peareHTOB, 3aKPONTE CTPUM KPbILLKOWA.

7.2.7 BHecuTe B KaxXayt npobupky CTpuna, MapKMpoBaHHOIMO «K-», He
noBpexgas cnoin napauHa, no 5,0 MKN OTpULATENBHOIO KOHTPOSILHOMO  06pasua,
npoLUesLLero Bce atanbl BoigeneHns AHK, 3akpoiTe CTpUN KPbILLKOIA.

7.2.8 LleHTpudyrnpyinTe CTpunbl Ha MUKPOLEHTPUMYre-BOpTEKCE B TeveHue 1-
3c.

7.29 YcTaHoBWTe BCe CTpunbl B 670K [ETEKTMPYIOLLEro amnangukaropa.
PekomeHayeTcs pacnofiaratb MpooupKM Mo LEeHTPY TepMo6/1oKa. 3anosiHuTe MpoTOKOI,
MCNonb3ysa napameTp «TecT» B MPOrpaMMHOM O6GecnevyeHUV [ANA  AeTeKTUPYIOLWEro

aMnIntrKaTopa, yKaxuTe NaeHTUPMKaTOpbl 06Pa3LIoB.

MpumeyaHune - [1a co3gaHus Tecta v nposefeHus MLP gomkeH 6bITb 3arpyxeH ini-
thaiin «PEMOD/IOP CKPIH», nocTaBnseMbiii MPOU3BOANTENEM.

7.2.10 3anyctute  nporpammHoe  obecneyeHve RealTime PCR  cornacHo
PYKOBOACTBY MO 3KCMjyataumMu npubopa. [porpamMma amnavgukaumm npviBefeHa B
Tabnuue 3.

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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7.2.4 [o6aBbTe B KaXaytd MPOOMPKY MO OAHON Kanne MWHEepasibHOro Macna
(npumepHOo 20 MK/T). 3aKpOiTe KPbILLKX CTPUIIOB.

725 BHUMAHWE! [ns npefoTBpalleHNs KOHTaMWHaUWW Ccnegyet nepeg,
BHeceHneM [JHK OTKpbiBaTb KPbILLKY TOMIbKO TOro CTpUna, B KOTOPbIA OYAeT BHOCUTLCA
[aHHbIA 00pa3el, M 3aKpblBaTb ee neped BHeceHMem criegytowero. Mpenapatbl AHK
crefyeT BHOCUTb HAKOHEYHUKAMW C (PUILTPOM.

BHecuTe B Kaxgylo MpPoOOMPKY CTPUMNOB AN UCCNedyemblX 00pasuoB, He
noBpexaas Cnoin napaguHa, no 5,0 MKA BblgeneHHoro u3 ob6pasuos npenapata AHK,
3aKpoKnTe CTPUM KPbILLKOW. B cTpunbl MapkmpoBaHHble «K+» 1 «K-» IHK He BHocuTCA.

7.2.6 BHecuTe B KaxXayt NpobUpKy CTpuna, MapKMpOBaHHOTO «K+», He
noepexgaas cfo napaduHa, no 5,0 MKN MONOXMTENBHOIO KOHTPO/ILHOrO o6pasua u3
Habopa peareHToB, 3aKPONTE CTPUM KPbILLKOMA.

7.2.7 BHecuTe B KaxXayto npobUpKY CTpuna, MapKUpoBaHHOMO «K-», He
nospexaas cnoil napauHa, Mo 5,0 MKN OTPULATENBHONO KOHTPO/ILHOrO  06pasua,
npoLueALero Bce atansl BbigeneHns AHK, 3akpoiiTe CTpUn KPbILLKOW.

7.2.8 LleHTpudyrnpyinte cTpunbl Ha MUKPOLEHTPUYre-BopTEKCE B TeyeHue 1-
3c.

7.2.9 YcTaHoBUTe BCe CTpUMbl B 670K AETEKTMPYHOLEro amnavgukaTopa.
PekomeHpyeTcs pacnonaratb NpoGUPKM MO LEHTPY Tepmoboka. 3anosHWTe MpOTOKON,
MCNoMb3ysa napameTp «TecT» B MNPOrpaMMHOM Ob6ecrieveHU NS [AeTEKTUPYHOLLEro

aMnNAnrKaTopa, YKaxXnTe NaeHTMGMKaTopbl 06pa3LioB.

MpumeyvaHune - [ng cosgaHusa TecTa n nposeaeHs MLP AomkeH 6bITb 3arpyrkeH ini-
(hainn «PEMO®JIOP CKPV/IH», nocTasnsiemMblil Npov3BoAUTENEM.

7.2.10 3anyctute  nporpamMmHoe  obecneveHne RealTime PCR  cornacHo
PYKOBOACTBY MO0 3KChjlyataumn npuoéopa. [porpamma aMmnivgukaumm npueeteHa B

Tabnuue 3.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Tabnuuya 3 -  T[lporpaMma amnangukauum  ons  LETEKTUPYHOLLMX
amnandmkaTopoB «ATnpainm*», «ATnait» n AT-96
Temnepatypa, ®C Bpewms PeXxum Konnyectso
MUK c ONTUYECKIX LIMK/I0B
V3MEPEHUI

1 80,0 0 30 1

94,0 1 30
2 94,0 0 30 5

64,0 0 15 V
3 94,0 0 10 45

64,0 0 15 \%
4 A 0 5 1
5 10 XpaHeHve

7.3 TlogroTtoBka u nposeseHue MNLP. dacoBka

7.3.1 LieHTpudyrnpyinte cTpunbl co cMecammn And amnandukaumm CTpum B
TeyeHne 1-3 ¢ Ha MUKPOLEHTPUKYre-BOpTEKCE.

7.3.2 BcTpsxHuTte npobupkn ¢ MLP-6ygepom Ctpum-K 1 nonvmepasoi
TexHoTag MAX B TeueHne 3-5C U UeHTpUyrmpynte B TeyeHne 1-3C Ha

MUKPOLLEHTPUyre-BOPTEKCE.

MNMpumedaHune - lMonnwvepasy TexHoTag MAX creflyeT focTaBaTb U3 MOPO3WIbHMKA
HEMOCPeACTBEHHO MEPES, UCMO/b30BaHMEM.

7.3.3  [ob6aebte B npobupky c TLIP-6ytepom Ctpum-K BCce cogepxmnmoe
BTOPOI NMpobupku ¢ MLP-6ydepom Ctpum-K 1 gByx npobupok ¢ nonumepason TexHoTaq
MAX. 3aKpoiTe KpbILLKY NPO6UPKMN.

7.3.4 BcTpsaxHute npobupky co  cmecbto  MLP-6ytepa Crtpum-K  un
nonumepasoin TexHoTag MAX B TeueHne 3-5 ¢ 1 UEHTpUdyrmnpyiTe B TedeHne 1-3 ¢ Ha
MUKPOLEHTPUyre-BopTeKCE.

1tonbko mogenu 4M1; 4M3; 4M6; 5M1; 5M3; 5M6; 6M1; 6M3; 6M6
2ToNbKO mogenun 4S1; 4S2; 5S1; 5S2; 6S1; 6S2

N Ha npumepe wucnonb3oBaHUs po3upyrouwero yctponctea ATctpum (OO0 «HIMO AOHK-
TexHonorusa», Poccna) agna  ganbHenwero nposeneHun nupP Ha  AeTeKkTupyrLiem
amnnndukarope.
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npumedaHue - cmecb [MLP-6ydepa Crpum-K n nommmepasbl TexHoTaq MAX
CNeayeT rotToBUTbL HEMOCPEACTBEHHO NEPEL, UCTONb30BaHMEM, XPaHEHWE CMECK HE [OMYCKaeTCs.

7.35 BHecuTe akkypaTHO, 6e3 06pa3oBaHMS BO3AYLLUHbIX My3blpeii B BOCEMb
NPOGUPOK MyCcTOro CTpuna, MnosyvyeHHoro B Habope no 140 mkn cmecu TLP-6ydepa
Ctpum-K 1 nonumepassl TexHoTaq MAX.

7.3.6  [MpomapkupyiTe NycTble CTPUMbI, NOMYYEHHbIE C HAOOPOM peareHToB.

7.3.7 BHecute B Kaxayto npobupky ctpunos no 100 mkn Gydepa ansa
passegeHusa AHK.

7.3.8  [ob6aBbTe akKkypaTHO, 6e3 00pa3oBaHWsi BO3AYLUHbIX MNy3blpeil B
COOTBETCTBYIOLUME MPOOGUPKM CTpUNoB ¢ Oydepom ana passegeHns OHK no 40 mkn
aHaM3npyembIx 06pasLos, K+ n K-,

7.3.9  YcTaHOBWUTE CTPUMbI CO CMeCAMU Ans amnangukaymm CTpyuM, CO CMECHIO
MLP-6ydepa Ctpum-K 1 nonnmvepassl TexHoTaq MAX, ¢ pa3sefieHHbIMK 0bpasuamm, K+
N K-, a Tak »e nyctble CTpunbl, MUKponnaaHwet ana MUP (384 nyHkn) Ha pabounic cton
AOTctpum 1 npoBeauTe  [03MPOBaHME KOMMOHEHTOB COrlaCHO PYKOBOACTBY MO
aKcnyarauumn K npnéopy.

7.3.10 Tlocne 3aBepLUEHNS MpOrpammbl Ha A03MPYHOLEM YCTporcTBe ATcTpum,
aKKypaTHO, He BCTpsXMBasi, MOMECTUTe MUKPOMMAHLIET B MOAJIOKKY FepMeTU3NPYIOLLEro
ycTpoicTea A Tnak.

7.3.11 [poBeauTe npoueaypy 3amneyarbiBaHUS MWKPOMMIAHLIET TePMOM/IEHKOM
COrNaCHO MHCTPYKUMK K npubopy ATnak.

7.3.12  UeHTpudyrumpyite mmukponnaHweT npy 1000 o6/MuH B TeueHme 30 C.

7.3.13 YcTaHOBUTE MWKPOMAHLLET B 610K AETEKTUPYIOLEro amnangukaropa
«ATnpaiivm» (384 nNyHKW), 3anonHMTE MPOTOKOA, WCMNOMb3ys napameTp «TecT» B
nporpaMMHOM  obecriedeHUM AN AeTeKTUPYIOWEro  aMmnauMgukaropa,  YKaxute

NAEHTU(MKATOPbI 06pasLoB.

MpumeyaHue - [ns cosgaHua Tecta v nposeaeHus MLP go/mkeH 6bITb 3arpy’keH ini-
(haiin «PEMODJIOP CKPU/H», nocTasnsiembii NPOU3BOAUTENEM.

7.3.14 3anycTuTe nporpammMy [eTeKTUPYHLLEro amnauukaTopa, COrfacHo

PYKOBO/CTBY MO 3KCNyaTaLuu K npuéopy.
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8 PETMCTPAUNA PE3Y/IbTATOB AMITTTINOUNKALINA

81 Peructpaumns CUrHana  hnyopecueHunm NMpoBOAMTCA npuéopom
aBTOMATWNYECKM BO BPeEMS amMgmnKaumm.

8.2 [eTekuns M  YYET pe3y/bTaTOB  OCYLLECTBNATCA  AETEKTUPYHOLLUM
amnanUKaTopoM aBTOMaTUYECKN.

83 Tlocne OKOHYaHMA nporpammbl amnanUKaLUM  Ha 3KpaHe MOSBUTCS
COOTBETCTBYHOLLIEE NH(OPMALIMOHHOE CO0OLLEHME 1 BYAET NPeAJIOXEHO MEPENTU K aHAIN3y
pe3ynbTaToB. AHa/IM3 MPOBOAUTCA aBTOMATMYECKN NPOrpaMMHbIM 06ecrneyeHneM.

8.4 Ha rpajuke 6ygeT oTobpaxkeHa 3aBMCUMOCTb (D/lyOpecLeHUMn OT Homepa
UMKNa AN KakAoW npobupkn B TepMo6noke. B Tabnuue cnpaBa OydeT nokasaH
naeHTUgrKaTop obpasua, Ha3BaHWe WCC/eLyeMOro rokasartens, pesynibTaT Mo KaXaomy
nokasatesnito (KOMMYeCTBO U AuarpaMma, no KOTOpPbIM MOXHO CYAMTb O COOTHOLLEHUM
MWKPOOPraHM3mMOB B KaXKOM M3 aHaM3npyembix o06pasuos). Ans Mycoplasma genitalium.
Trichomonas vaginalis. Neisseria gonorrhoeae. Chlamydia trachomatis, Cytomegalovirus,
Herpes simplex virus 1, Herpes simplex virus 2 6yaet npoBeféH KayeCTBEHHbIN aHanu3.

Mpumep npuBeseH Ha pUCyHKe 1

Pexxum  HAcTpoiiku  Momolyb

[poTokm ACIVWW mﬂ

Hobi«p LuKna

PucyHok 1 - T[lpumep oTObGpaXkeHWst pe3ynbTata WCCNeAOBaHWS B OKHe
nporpaMMHOro obecrneyeHns AeTEKTUP)IOWEro aMniMgukaTopa.

8.5 Tlo pe3synbtatam aHanM3a MOXHO CHOPMMPOBATb M pacnedyataTb OTYET (CM.

nomnoXeHuve A).
@ 000 LUPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
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9 YYET PE3YJIbTATOB PEAKL

91 Yyer ¥  wWHTepnpeTaumsa  pe3ynbTaTtoB  peakuum  OCYLLEeCTBSIETCA
aBTOMaTMyeckn C  MOMOLUBHD  MPOrpaMMHOro  ob6ecrneyeHmsi,  MOCTaBISEMOrO  C
LETEKTUPYHOLLMM aMINUKATOPOM.

9.2 Tlocne NpoxoXaeHWs aMmnanMuKaumMm nporpaMMHoe obecrneveHne cpaBHUBaeT
3a[laHHOEe OMepaTopoM PacrosioXXeHne MNPOOUMPOK C peasibHbIM  MOJIOXKEHNEM  MapKepa
(chnyopecueHTHON MeTKM RoOX), W, €CnM HaxoAuT HecoBrnafdeHwe, TO NpedynpexnaeT
onepatopa 06 aTom, OnepaTopy cneayeT NM60 pacnonoXnTb JaHHbIe 13 KaXKAO0W OTAeNbHON
NPOGUPKM B COOTBETCTBYIOLLEM MMOPSAAKE BPYYHYHO, /MO0 MNOBTOPUTL MCCMef0BaHMe
[laHHOr o0 o6pasua.

9.3 Tpu Hanmumm B nccnegyemom obpasue AHK MUKpoOpraHn3moB, BbISBSEMbIX
Ha6opom PEMODSIOP® CKPWH, B CTpoKe C Ha3BaHMEM MUKPOOPraHM3Ma yKasaHa umdgpa,
0603HavaroLas KoMMYeCTBO MUKPOOPraHu3ma (4ecATUYHbIA NorapugmM KOHLEHTpauum), 1
rmcTorpamMma, B rpaouyeckom Buae oTobpaxaroLlas KonmyecTBo 4aHHOIO MUKPOOPraHu3ma
1 ero COOTHOLLEHWe C APYTrMMM MUKPOOPraHU3Mamu.

Ona Mycoplasma genitalium, Trichomonas vaginalis. Neisseria gonorrhoeae,
Chlamydia trachomatis. Cytomegalovirus, Herpes simplex virus 1, Herpes simplex virus 2
OyaeT NpoBeféH KayeCTBEHHbIA aHa/M3 U NPU HaMuum B muccnegyemom obpasue AHK
YKa3aHHbIX HauMeHOBaHWUI B TabsnLe pe3ynbTaTtoB OyLET OTOOPaXKEH «+».

9.4 B pesy/nbTatax aHain3a HeobXOAMMO Y4YMTbIBAaTb 3HAUYEHWUS KOHTPONS B3ATUA
matepurana (KBM). 3HayeHne KBM wmeHblie 4,0 crnegyeT WHTEPrpeTMpoBaTh Kak
He[0CTaTOYHOe KOMMYECTBO MaTepuasia. B aTom ciiyyae MOXeT noTpeboBatbCcs MOBTOPHOE
B3ATWE KIMHWYECKOro MaTtepuana.

9.5 B N0M0XUTENbHOM KOHTPO/IbHOM 06pasue [Ao/KeH ObITb 3alMKCMpoBaH
MONMOXKUTENbHBIA  pe3ynbTaT:  [AeCATUYHbIA  IOrapuiM  KOHUEHTpaumm wmm  «+». [pu
MOMTyYEeHUN OTPULLATENbHBIX 3HAYEHWIA «-», pe3ynbTaTbl BCE MOCTAHOBOYHOM Cepum
CUMTalOT HefOoCTOBEpHbIMW. B 3TOM Ccnyyae TpebyeTcs MOBTOPHAs MOCTaHOBKA
amnndmkaumm Bceli NapTMm obpasLoB.

9.6 B oTpuuatesibHOM KOHTPO/IbHOM  00pasLe ponxew  6oiTb  nonyuer
oTpuLaTeNlbHbIA  pe3ynbTaT «-» [1S  CNeunumnyeckoro MnpoayKTa W NOMOXKWUTENbHbIN
pesy/bTat A1 BHYTPEHHEro KOHTPondA. [pu MonyyeHUW ApYroro 3HauveHus, pesy/bTarbl
BCE MOCTAHOBOYHOW CepuM CUMUTAKOT HEeJOCTOBEPHbIMW. B 3TOM cnyvae Heo6xoavmo

@ O S R s aMar AT UATMYA A1 YCTPRHEHVA BOSMOXHOI KOHTAMYHALYM.
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lo TPAHCIIOPTUPOBAHWE, XPAHEHNE N SKCINTYATALUA

101  TpaHcnopTupoBaHue

10.1.1 TpaHCNOPTUPOBaHME Habopa OCYLUECTBMAOT BCEMU BUAAMM b(bITOrO

TpaHCcnopTa Npu TemnepaTypax, COOTBETCTBYHOLLMX YCMOBUAM XPaHEHWNS KOMMOHEHTOB,
BXOAALLMX B COCTaB Habopa.

10.2  XpaHeHwne

10.2.1 Habop peareHTOB CnefyeT XpaHWUTb Npu Temnepatype ot 2 °C 1o 8 °C B
TeyeHne BCero CpoKa rofHoCT1 Habopa, 3a UCK/oYeHeM nonnmepassl TexHoTag MAX.

10.2.2 Tlonumepasy TexHoTaq MAX cnefyet XpaHuUTb MpW Temnepatype OT
MUHYC 18 A0 MUHYC 22 °C B TEUEHMe BCEro CPOoKa rogHoCTU Habopa.

10.2.3 Cwmecn gns amnnavukauum, 3aneyaraHHble napamHOM M CMecu 4/is
amnmgukaumm CTpum CcnefyeTt XpaHWTb B 3alUMLIEHHOM OT CBeTa MeCTe B TeyeHue
BCEro CpoKa rofHocTy Habopa.

10.2.4 Hab6opsl peareHTOB, XpaHuBLLVEeCS Cc HapyLLeHnem

pernameHTUpoBaHHOI 0 pexxnuma, NPUMEHEHNIO HE Noa1eXarT.

10.3  YkasaHus no skcnayataumm

10.3.1 Habop [O/MKeH NPUMEHATLCS  COrMlaCHO  [EMCTBYHOLLIEA  BepcUm
YTBEPXKAEHHOW MHCTPYKLUMM NO NMPUMEHEHNIO.

10.3.2 Tlocne BCKPbITUA YMakOBKM KOMMOHEHTbl Habopa CrefyeT XpaHuTb npu
CneayoLmxX YCnoBusax:

- KOMMOHeHTbI Habopa (3a UCkIdeHmem nonnmepasbl TexHoTaq MAX) cnepyet
XpaHUTb Npun Temnepatype ot 2 °C ao 8 °C B TeUeHMe BCEro Cpoka rogHocTu Habopa;

- CMecu 3areyaTtaHHble napauHOM ¥ cMecu Afia amnangukaumm CTpum cnepyet
XPaHWTb B 3aLLMLLEHHOM OT CBETA MECTE B TEYEHWe BCEro CpokKa rogqHocTu Habopa;

- nonumepasy TexHoTag MAX - npu Temnepatype oT MuUHyc 18°C [0 MUHYC
22 °C B TeYeHe BCEro Cpoka rogHocTu Habopa.

10.3.3 Ha6opbl C MCTEKLLUMM CPOKOM FOAHOCTU NMPUMEHEHUIO HE MOJ/IEXaT.

10.4 [na nonyyeHns HagéXHbIX pe3ynbTaToB HEOOXOAMMO CTPOroe cobnojet

VHCTPYKLIMM MO NPUMEHEHNI0 Habopa.
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1 YbCASAHNA MO YTUITNSALNN

111 Habopbl, npuwefwine B HENPUrogHOCTb, B TOM 4uCe B CBA3U C
NCTEYEeHNEM CPOKa MOAHOCTW, U HE UCMOJIb30BaHHbIE PeaKTUBbI, NOA/exar yTuamsaumm B
COOTBETCTBUM C TpeboBaHMAMM CaHlMnH 2.1.7.2790-10 n MY 1.3. 2569-09.

11.2 YnakoBka Habopa OTHOCUTCS K OTXOAaMm Knacca A W YyTUIM3MPYeTCa C

ObITOBbIMM OTXOZAMU.
12 TAPAHTUN N3FOTOBUTENA

121 TlpeanpuATUe-U3roToBUTENb rapaHTUpyeT  COOTBETCTBUE Habopa
TpeboBaHNAM TEXHUYECKMX YCNOBWUIA NpU COGMIOLEHWUN YCIOBMIA TPaHCMOPTMPOBAHWS,
XPaHeHUsa 1 NPUMEHEHMS, YCTaHOB/IEHHbIX TEXHUYECKMMW YCOBUSAMU.

12.2 Cpok rogHoctn Habopa - 12 wmecsaueB co fgHA npuemkn OTK
NPeanpuUATAA-U3roTOBUTENA  MPWU  COBMIOAEHNM  BCEX YC/IOBMIA  TPaHCMOPTUPOBaHWS,
XpaHeHus 1 aKcnayaTauum.

12.3 Habopbl peareHTOB C WCTEKLIMM CPOKOM TOLHOCTU MPUMEHEHUIO He

Mofnexar.
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[MpunoxeHue A

npvMep oTyeTa no UCCnefoBaHMo ¢ MCNosb30BaHMeM Habopa peareHToB
PEMO®P/IOP® CKPVH

Homep npobupku
®.N.0. maupeHTa
Mon

Bospact
Oprar3sauus
Bpay
MpymdaHve

VHthopmauys o nabopatopun

WpeHtudmoTtop 06pas” 1556

J
Ne HasBHMa MmccmM(08BHUL teraiiBCTBawaal LJ0UOBY) |OCB’|
KoHTposib B3ATWS MaTepuasia 10*" m 0 »

1 Obups bakTepuabHas Macca 10" O

HopMoenoT
2 1 Jlakrobakrepmn 1 10** 1 *32(<0.1%) O

|ponolcncaceHkcivnu

3 1 Candida app. * 1 HeBblsiBNeHO [!

—O0OAMMVK
4 Ureaplesme app. * 0% 0O
5 MhominiB * 10%» O
6  M.oenlabm** HeBauBneHo O

oirATiHyaHKapeaHigMiWuoafHiauwi

7 1 Gard/Pre/Porpft 1 10 1-06(14-194) =

NKTOTM
8  T.vaonaia** HesbmsneHo C
9 N.oooorrhoeae ** HeBbIfBMEHO [
10 ClrklLonuld** HeBbllWIeHo O
11 HSV-2- HesblwneHo C
12 CMV" HeBbifiBNeHo C
1 1" . HeBbIfBNEHO 0O

X g " ¢ M
3aK/oueHre
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[MpunoxeHve b

CVMBO/IbI, UCMONb3yeMble MPU MapKMPOBKe Habopa peareHToB

Tonbko Ana in vitro ana: Hoctmkn

TemnepaTypHbIi AranasoH

Konuuectso onpeaeneHuii

ofeH o
Cepwusi Habopa

[laTa npon3BoaCTBa

CofepXXnT MHCTPYKLMIO MO NMPUMEHEHNIO

KaTanoxHblii Homep

AJpec nponsBoanTens

He ponyckaeTcs BO3feliCTBME CONTHEYHOIO

CBeTa
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Mo Bonpocam, KacatonuiMcst kadectsa Habopa peareHTos PEMODP/IOP® CKPUH
cneayeT 06pallaThea K ofmLmanibHOMY NpeacTaBuUTeNio NPOU3BOANUTENS MO afpecy:
000 «[HK-TexHonoruna», 117587, r. Mockea, Bapwasckoe Liocce, g 125 X, K.6.
Ten./ghakc +7 (495) 980-45-55, www.dna-technology.ru

Cnyxba KnveHTckorW nopgepxku: 8 800 200-75-15 (3BOHOK no Poccuu
6ecnnatHbIii), E-mail: hotline@dna-technologv.ru.

AHKeTa [N OCYLLECTBNEHNS 00paTHOM CBSI3NM HAXOAMTCS Ha cainTe KOMMaHWM:

«QHK-TexHonorus»: http://www.dna-technology.ru/customer_support/.

BefyLwmin Hay4YHbIiA COTPYAHMK
00O «HIM® AHK-TexHonorus»,

KaHauOaT G1onornvecknxX Hayk E.B. 'oHuYapoBa
« 2020r.
COI'JTACOBAHO
["eHepanbHbIA AVPEKTOP
000 «BbIMI'IEI'I-ME,EI,LI,EHTP» MK BapHaquyC

2020T.
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