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CMNCOK COKPALLEHWIA 1 OBO3HAYEHI

ct - Cycle threshold (noporoBblii LK)

B30OMT - BOCna/muTe/bHble 3a60neBaHUsi OpraHoB Masoro Tasa
BKO - BHYTPEHHUIA KOHTPONbHbIA 0bpasel,

ra - TEHOMHbIE 3KB/BANEHTbI

OHK - Be30KcupunboHyKnenmHoBas Kucnota

JHKa3a - Je30KcMpuboHyKneasa

OHT® - Ae30KcupuboHykneotuaTpudochaTtbl

nnnn - MHeKuun, nepegatoLimecs NonoBbIM MyTem

Kl - KaAMbpoBOuHbI 06pasel, 1

K2 - KaiMbpoBOuHbI 0bpasel, 2

K- - oTpuuatenbHblil KoHTponb-MLUP

OKO - oTpuuaTenbHbli KOHTPO/bHbIA 0bpaseLl, IKCTPaKLmm
nup - nonumepasHas LenHas peakums

Py - perucrpaluoHHOe y40CTOBepeHune

TY - TeXHUYecKmne ycnoBus

yar - ypauun-AHK-rnnko3sunasa

HAVMMEHOBAHWE N3OENNA

Habop peareHTOB fAnsi BbISIBNEHUS M KonudecTBeHHOro onpegeneHns OHK Trichomonas vaginalis
MEeTOAOM NO/MMEpPA3HON LienHOW peakuun ¢ jeTekumeld B pexume «peanbHoro BpeMeHun» <Amnnullpainm*

I vaginalis» no TY 21.20.23-102-09286667-2020.

Janee no Tekcty ynotpe6nserca KpaTtkoe HaumeHOBaHue:
T. vaginalis», aTakxe cokpalieHvne Habop peareHToB.
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1 HASHAYEHVE

11 Habop peareHtoB <«AMnaulpaim® T. vaginalis» npegHasHayeH Ana  BbIABNEHWA ©
KonmyecTBeHHoro onpegenenma OHK Trichomonas vaginalis B 6nonornyeckom matepuane (COCKOGHbIl
mMarepuan WM OTAensiemoe CAM3UCTbIX 060N04YeK YPOreHWTanbHOro Tpakta (oTAaensieMoe CAU3KUCTOW
0060104KM BnaranuLLa, Cockob anuTenus co CNN3UCTON 060N0UKM LiepBUKANbHOIO KaHana, Cockob anuTenus
CO CnM3MCToii 06ONOYKM YypeTpbl), Moua, CeKpeT npeactarenbHoi >enesbl) Metogom [MUP ¢
rMépunan3aunoHHO-PIYOPECLEHTHON AeTeKumeli NPOLYKTOB amninukauMn B pexume «peanbHoro
BpEMEHW.

12. Martepunanom ana nposegeHusa MUP cnyxat npo6sl AHK, akcTparnpoBaHHble U3 uccnegyemoro
Martepuana c NoMoLLb0 HAboPOB peareHToB, PEKOMEH0BaHHbLIX B pasfene UHCTPYKLUK «JononHutensHoe
obopyaoBaHue n matepuabi»

13. OyHKUMOHaNbHOE HasHaueHue: Habop npegHasHayeH Ana AUArHOCTUKM in vitro (BbiABNEHWE ©
KonuyectBeHHoe onpegeneHne AHK Trichomonas vaginalis metogom MUP B 6ronormyeckom marepuane
yenoBeka).

14. TlokasaHus K MPOBEAEHUI0 McCnefoBaHWsA: Habop peareHToB WCMNOMb3yeTCs B KIMHWYECKON
nabopaTtopHO AnarHoCT1Ke 418 CKPUHWHIOBOIO UCCNefoBaHUa 6MoN0rMyecKoro marepuana ot Bcex rpynn
Hace/feHusl, BTOM Yuc/ie OTNNL, C NOJ03PEHMEM HA UH(EKLMN, Nepesatolimecs nonosbimM nytem (UMMM) BHe
3aBUCHMOCTM OT (POPMbl M CTafuy 3aboneBaHus, a Takke B KOMMNIEKCHON AMarHoCTuKe 3aboneBaHwuit
OpraHoB PenpojyKTMBHOI cucTeMbl U B guddepeHumnancHoli guarHoctuke 3aboneBaHwini opraHoB Manoro
7asza (B3OMT) y XeHWKWH ¥ Ana MoHUTOpWHra tepanuu. Pesynbtatel MUP-uccnegoBaHms yuymtbiBalOTCA B
KOMMNIEKCHON AnarHocTke 3aboneBaHus.

15. TpumeHeHue Ha60pa peareHToB He 3aBUCUT OT NMONyNALUNOHHBIX U ,u,emorpaq)mqecmx aCleKToB.

16. MMoTeHunanbHble nonb3oBatenu: Habop peareHTOB  JO/MKEH  MCNONb30BaThCA  TOMbKO
KBanNULUMPOBaHHbIM, 00YUYEHHbIM (B 06N1aCTW KAMHUYECKOW NabopaToOpHO AMArHOCTUKM) NEPCOHANOM
(Bpaun KnuHM4Yeckoli nabopatopun U MeauLMHCK1E nabopaTtopHble TEXHUKKU, 00yYeHHbIe MONEKYNSPHbIM
6ronorMyecknM MeTofLuKam).

17. anMEHFITb Ha6op peareHToB CTpPOoro no Ha3Ha4eHuto CornacHO MHCTPYKUUKU No NPUMEHEHNIO.

1.8. TpoTuBOMNOKasaHUs K MNPUMEHeHUIo: HapylieHne LenocTHOCTU YNakKoBKWM, WCTEKLUA CpoK
ro4HOCTU, HecobnoaeHne TPe6oBaHN MHCTPYKLUMN.

2. XAPAKTEPNaK HABOPA

2.1. ®opmbl BbINycKa, COCTaB U KOMMNEKTHOCTb

Habop peareHTOB Bbinyckaetcs B TPEX (hopmax (coctaB Habopa M KOMMNNEKTHOCTb MOCTaBKW yKa3aHbl B
Tabnuue 1 u 2 cooTBETCTBEHHO). Bee Tpu thopMbl npeaHasHaveHbl 4ns npoBegeHus amnavgukaumm HK c
rMopuan3aLoHHO-(DyOPECcLeHTHOW AeTekunell NPOLYKTOB aMnauukaumm B pexumMe «peasibHOoro
BpeMeHW». [na NpoBefeHna MoNHOro WccnefoBaHWs HeobXOAMMO MCMNONb30BaTh HABOPbl peareHToB ANd
sKcTpakummn JHK, pekomeHgoBaHHble B pasgene «[ononHutensHoe o60pyfoBaHne 1 Mmatepuanbi».

®dopma Bbinycka 1 BKIOYaeT CMech Anst npoBeaeHus MLP, packanaHHylo nog npocnoiiky napagvHa no
npo6upkam o6bemMom 0,2 MA. dopMa npegHasHaueHa ANsi NPUMEHEHUs COBMECTHO C aMnvguKaTopamu
MNAHLLETHOTO M POTOPHOrO TWMa U paccuutaHa Ha NpoBefeHve uccnefoBaHusi 100 06pasuoB, BKIoYas
KOHTPOAMN.
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dopmMa BbINycka 2 BKAHOYaeT cmecb AN nposegeHus MUP B npobupke ob6bemom 15mn ans
[03UpoBaHNS B /O6Gble TUNbI NpobMpoK. dopma npefHasHayeHa ANA NPUMEHEHUS COBMECTHO C
amnamgukaropamy NNaHLWeTHOr0 M POTOPHOro TMNa W paccydtaHa Ha npoBefeHue wuccnegosaHus 100
06pasuoB, BKIKOYasA KOHTponu. dopmMa MOXeT 6blTb WCMONb30BaHa KakK ANS PYYHOR packanku, Tak W
COBMECTHO C aBTOMATUYECKNMU CTaHUMAMU ANS NPUrOTOBAEHUS Y [03UPOBaHUS PeaKLMOHHbIX CMeCel.

dopMa BbiMycka 3 BKIOYAET CMech Anst npoBeaeHns MLUP, packanaHHyr Moj Npocnoiky napaguHa no
cTpunoBaHHbIM (12,5 cTpunos no 8 npobupok) npobrvpkam obvemom 0,2 M. Popma npefjHasHadyeHa ans
NMPUMEHEHUA COBMECTHO C amnm@ukatopamy nnaHWeTHOro TMna W paccuutaHa Ha MpoBejeHune

uccnegosaHuna 100 06pa3sLoB, BKIOYASA KOHTPONN.
Tabnuua 1

CoctaB Habopa
1 N —
KonnuectBo Onucaxve

' 06beEM,

PeareHt
MmN

®opma Bbinycka 1

BydepHblii  pactBOp CO  CreUUUUYECKMMM  NpaiiMepamu,
MLP-cveck TV 001 2100npobupoK nyopecLEHTHO-MEYEHbIMM 30HAaMW 1 AHT®.
Mpo3padHas XWUAKOCTb, packanaHa nog, napaguH.

BythepHbIi1 pactBop ¢ TepmocTabubHol AHK-nonmmepasoit Tap,
MUP-6ycdep-K 120 1npobupka  cynbhatom MarHus v ypauui-AHK-rnmko3unnasoii.
Mpo3payHast X1AKOCTb KPacHOro LiBeTa.
MonoxwuTenbHbIA KOHTPOMLHLI 06paseL, AHK-kanmbpartop.

K1 complex 0,26 1 npobupka MP03PAUHAS ATKOCTH.
MonoXMTENbHLIA KOHTPOMLHLI 0bpasel, AHK-Kanmbparop.
K2 complex 0,26 1 npobupka MP03pAUHAS HATKOCTH.

OKO 110 lnpo6upka  OTpuuaTenbHbIli KOHTPO/bHBIN 06paseL, MpospayHast XULKOCTb.
K- 0,26 1npobupka  OTpuuaTeNbHbIA KOHTPObHBIA obpasel, MNpo3payHast XUKOoCTb.
dopma BbIMycKa 2

ByhepHblii  pactBOp €O crieLugmMyeckuMn  npaimepamu,
MUP-cmeck TV 120 1npobvpka  (nyopecueHTHO-MeYeHbIMM 30Haamu 1 AHT®.

[NpospayHas XunaKoCTb.

BythepHbIii pacTBop ¢ TepmocTabunbHol AHK-nonmmepasoit Tap,
MLUP-6ythep-H 0,65 1npobupka  CynbgatoM MarHus uypaumnn-AHK-rmkosnnasoi.

lNpo3payHasn XunaKoCTb.

MonoXumTenbHbIA KOHTPONbHBIA 06pasell, AHK-kanbparop.
KL complex 0,26 1npobupka MP03pAUHAS HATKOCTH.

MonoXmTeNbHBIA KOHTPONLHBIA 06pasel, AHK-kanmbparop.
K2 complex 0,26 1npobupka MP03pAUHAS XATKOCTH.
OKO 110 1npobupka  OTpuLaTensHbIA KOHTPOLHBIA 0bpasel,. MNpo3padHast XULKOCTb.
K 0,26 1npo6upka  OTpuuaTenbHbIA KOHTPONLHBIA 06pasel, MNpo3payHast XUAKOCTb.

®opma BbInycka 3

100 npobupok  BydepHblii  pactBOp €O cneuuduueckmMm  npaiMepamu,
{125 ctpunoe  nyopecLeHTHO-MeUEHbIMM 30HAaMK 1 AHT.

no 8 lMpo3payHas XUAKOCTb, packanaHa B CTPUMOBaHHbIE MPOGUPKM

npo6upok)™  nop napadmH 6enoro LBeTa.
BythepHbIi pactBop € TepmocTabunbHoii JHK-nonmmepasoii Tag,

MUP-6ythep-K 120 1npobupka  cynbhatom mMarimsa uypauun-AHK-rnko3vnnasoii.
lMpo3payHast XMAKOCTb KPaCHOTO LiBETa.
MonoxutenbHbIA KOHTPOMLHLI 0b6paseL, AHK-kanméparop.

MNuP-cvecs TV 001

KL complex 0,26 1 npobupka MPO3payHast JUIKOCTb.
MonoXmTenbHbIA KOHTPONLHBIA 06pasel, AHK-kanmbparop.
K2 complex 0,26 1 npobupka MP03paYHas KMAKOCT.
OKO 110 1npobupka  OTpuuatentHbIld KOHTPOLHLI obpasell. Mpo3padHast XULKOCTb.
K 026 1npobupka  OTpuuaTenbHbIn KOHTPONLHBIA obpasel. Mpo3paqHast XUAKOCTb.

~TPOGUPKY C ro/y6bIM NapagHOM He UCTIONb3YHOTCS.
@ 000 LWPMH &) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
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Ta6bnmua 2
KomnnektHoCTb Habopa

KOMMOHEeHT dopmar KonnuyecTtso

Hab6op peareHToB ((hopma Bbinycka 1,2 1
nm 3

B 3/IEKTPOHHOM BUfe Ha Ou1LpansHOM caiire
VIHCTPYKUMA 11O IPMEHEHVI0 Habopa MpoussoauTens: www.nextbio.ru
Kparkoe pyKOBOACTBO MO MPYMEHEHMIO

Habopa
KomnnekT BknagplLLeli K Habopy B OyMakHOM Buze 1

B GymMavkHOM BUae 1

B 371EKTPOHHOM Bli€ HA O(ULMaLHOM CcaliTe

Macnopr kavectea MpounsBoamtens: www.nextbio.ru

2.2. TpuHumMn metoga

MpuHUMN TecTMpoBaHUS OCHOBaH Ha 3kcTpakuun [OHK u3 o06pasuoB wccnegyemoro marepuana
COBMECTHO C BHYTPEHHUM KOHTPO/AbHbIM 06pa3Llom (BKO-FL™) 1 04HOBpPEMEHHOI amnanpukaymmn yyactka
OHK T. vaginalis n nckycctBeHHO cMHTE3MpoBaHHON nocnegosBarensHoct AHK BKO ¢ rubpuamsaumoHHo-
(hnyopecueHTHOl aeTekunell B «peanbHOM BpeMeHu». BKO no3BonseTr KoHTponaupoBatb Bce atanbl MLP-
nccnefoBaHna  Ans  Kaxjoro obpasuya M oueHuBaTb BAUMSHUME WHIMOUTOPOB Ha pe3ynbtatel  [LP-
nccnefoBaHus.

C nonyyeHHbIMY Ha 3Tane akcTpakuymu npodamu AHK nposogutcs peakuyust amnavpmkaymm yvaaka AHK
npu MOMOLWM CNeuMduUHbIX K 3TOMY y4yacTky npaiimepoB u epmeHTa [op-nonumepasbl. B cocTase
peakLMOHHON CMecK NPUCYTCTBYIOT DlyOpeCLeHTHO-MEeUEHbIE ONIMTOHYKNEO0TU bl, KOTOPbIe rMbpuansyroTcs
C KOMMIEMEHTapHbIM Y4YacTKoM amnaupuuupyemoii OHK-MuweHn, B pesynbTate 4Yero Mpoucxomut
HapacTaHue  WMHTEHCMBHOCTM  (hnyopecueHuun. 3T0  NO3BONSIET  PerucTpupoBatb  HakonjeHue
cneuugryeckoro Npogykra aMmnanpukaluy nytTeMm nsMepeHust MIHTEHCUBHOCTU (IyOpeCcLEeHTHOrO CUrHana ¢
MOMOLLLIO amnmpukaTopa C CUCTEMOI feTekuun (HNyopecLEeHTHOro CuUrHana B PexuMe «peanbHOro
BpEeMeHW».

KonuuectBeHHoe onpegeneHne [OHK T. vaginalis OCHOBbIBaeTCs Ha CyLecTBOBaHUWM /NMHERHOM
3aBUCUMOCTU MEX[Y UCXOAHOW KoHLeHTpaumeil JHK-mMuweHn B nccnegyeMoM obpasue U LMKIoM Havana
3KCMNOHEHLMaNbHOro yBenmueHns hnyopecueHTHoro curHana (noporoselit Lukn. Cycle threshold, Ct). Mpu
MPOBEAEeHUN KONMYECTBEHHOro Tecta, amnamdukaums OHK u3 uccnegyemblx 06pasuLoB NPOBOAMTCA
0fiHOBpeMeHHO ¢ Kanubpatopamu KL complex n K2 complex - o6pasilamMun ¢ U3BECTHOW KOHLeHTpauueii
OHK-muweHeir. Mo pesynbtatam amnandukauuyM KanmbpatopoB CTPOWUTCH KannbpoBOYHAA NUHWS, MO
KOTOpOW Npouncxoaut onpegenexHve KoHueHtpauumn HK-muweHn B uccnegyembix obpasuax.

KoHueHTpaums AHK T. vaginalis npeactaBneHa a6COMOTHbIM 3HAYeHUEM KOHLUeHTpauuii AHK
MUKPOOPraHM3MoB, OTPaXatoLMM KOANYECTBO FeHOMHbIX 3KBMBAJEHTOB KNETOK MUKpoopraHuama B 1 mn
6uonormyeckoro obpasua (Fr3/mn).

Habop cofepXuT cuctemy 3alumtbl OT KOHTAMUHAUMW aMNIMKOHAMK 3a CYET NpUMeHeHUs gepmMeHTa
ypauun-QHK-rimko3unasel  (YAN) u Tpudochata pfesokcuypuguHa. depmeHt YA pacnosHaer u
Katanusupyer paspyweHue ueneir [AHK, copgepxawmx p[e3okcuypuanH, Ho He [HK, cogepxaliei
L0Ee30KCUTUMUANH. le30KCUypuanH otcyTcTByeT B npupofHoit AHK, HO Bcerga npucytcTByeT B aMNIMKOHAX,
MOCKONbKY TpUoctat ge3okcuypuanHa BXoauT B coctaB cMmecu gHT® B peareHtax gnst amnamgukayuu.
[e30KcnypuinH fenaet KOHTaMUHUPYOLWME aMMINKOHbI BOCMPUMMYMBLIMU K paspyLleHno pepMeHToM

N BKOFL BxoguT B cocTaB Habopa peareHToB, pPekoMeHAOBaHHOro [powsBoguteneM ans akctpakumm OHK u3
1cenefyemoro Mareprana.
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YA go Havyana amnnndukaumm OHK-MuwieHn, w, cnefoBaTtenbHO, OHUM He MOTYT ObiTb B AanbHEeNLEeM
amnaMpuLMpoBaHsbl.

depmeHT YA TepmonabuneH v MHaKTUBUPYETCA Npy HarpeBaHuu Boiwe 50 "C 1 N03TOMY He paspyliaet
amnAMKOHbl MULIEHW, HapabatbiBaeMble B npouecce MUP.

Ha astane amnindukauum OfHOBPEMEHHO B OfHOIM npobupke amnauduuupytotea ydactok AHK
T. vaginalis n nocnegoBarensHocTb BKO. Pesynbtartbl amniudukaLum peructpupyrotcs no 2 pasamyHbiM
KaHanam hiyopecueHTHOW getekuyumn (cm. Tabanyy 3).

Tabnmua 3
CootBetcTBMe AHK-MuLeHen n KaHanoB (hayopecLeHTHOW AeTeKLnm
KaHan gnsa qiyopodopa FAM ReG
: - JHK BKO
JHK-MuLLeHb JHK 1. vaginalis (3K30reHHb I BKO)
JHK-nostops! ans MUP- IcKycCTBEHHO CUHTE3VPOBaHHasA
06MiaCTH aMMANMKaLMN NOeHTUPUKALIM nocnefoBare/lbHoCTb

2.3. TMpocnexmBaemocTb 3HaYeHuin kanmbpartopos K1 complex n K2 complex

i3mepeHne 3HauyeHWin KoHUeHTpauun kanmbpatopoB KL complex n K2 complex npousBogntcs
OTHOCMTENbHO pabounx KanubpatopoB npoussoactBa OO0 «Hekctbuo». KoHueHTpauumo paboumx
KaambpaTtopoB ONpeaenstT CTaH4apTU3MPOBaAHHON METOAMKOA NpPsAMOro M3MEepeHust KOHLUEeHTpauun
KOHTPONMbHbIX 06pasyoB Ha OCHOBE TEHHO-MOAN(PULMPOBAHHBLIX KOHCTPYKUMIA C WCNONb30BaHUEM
cnektpootomeTpa. KoapdumumeHT Bapuaumm WU3MEPEHWid aTTecTOBaHHOro 3HaYeHUs KOHLEHTpaumi
kanmopatopos K1 complex n K2 complex coaaBnsieT He 60nee 5% (C ypOBHEM A0OBEPUTENBHOW BEPOATHOCTM
95%).

3. KOHTPO/JIb KAYECTBA

3.1. BHYTPEHHWI KOHTPONb KayecTa

3.1.1. OTpuuatenbHbIn U NONOXMNTENbHbIA KOHTPONW UCCNEeA0BaHMUA

Ona oueHKM KayecTBa NonyyaemblX pesynbTatoB Kaxpas rpynna akctparmpyembix 06pasuoB A0omKHa
BK/OYATh OTpuULaTeNbHbIA KOHTPOMbHLIA o0bpa3sel, (OKO). Kaxpgasa wHauBMgyanbHast nocraHoBka [MLP
AOMKHA BKKYaTh OTpULaTebHbIA KOHTPOAb (K-) 1 nonoxuntensHble KOHTponu (kaamoépatopsl K1 complex
n K2 complex). PesynbTarbl A5 KOHTPOAENA LOMKHbI COOTBETCTBOBAThL 3afaHHbIM KPUTEPUSIM BaangHoawm,
yKa3aHHbIM B pasfene «/HTepnpeTtauns pesynbTaTosy.

OTpuuatenbHbli KOHTPONbHLIA 06pasel, (OKO) TectnpyeTcs, HaunHas ¢ atana aKcTpakuum, u no3sonsiet
KOHTPONMPOBAaTb BO3MOXHYK KOHTAMMHaUMIO ApYrMMuM obpasuamu mium amnankoHamu. B npobupke ¢
oTpuuaTenbHbIM KOHTpOAeM He fomkHa pgetektupoarbcs [HK T. vaginalis. B cnyyae HecooTBeTCTBUSA
pesynbTata, MNONYYEHHOr0 [fAA  KOHTPONbHOrO obpasua, 3ajaHHbIM  KpUTEPUSIM  BaNUAHOCTH,
NoNOXUTENbHbIE pe3ynbTatbl AN UccnefyemMbix 06pa3LoB B MOCTAHOBKE CUMTAOTCA HeLOCTOBEPHbLIMU,
Heo6X0AMMO MpesnpUHATL Mepbl MO BbIABAEHUIO U NMKBUAALMM UCTOYHMKA KOHTAMUHaLMW U MOBTOPUTH
nccnegoBaHme BCeX Uccnefyemblix 06pasuoB, B KOTOPbIX 06HapyxeHa AHK T. vaginalis, © KOHTpOns, HauMHas
C atana aKcTpakuuu.

Mletekums curHana anst hnyopocopa R6G ocyLLEeCTBASETCA MO KaHay AeTEKLMN ANs aHanornyHbIx nyopodopos HEX,
JOE, Yellow, VIC.
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OTpuuaTencHLIi KOHTPOALHLIN 06pasey (K-} TecTpyeTcs, HauuHan € 3Tana aMAAMOHKALNH, W NOIBONRET
KOHTPONNPOBaATL BOIMOHYIO KOHTAMMHAUMIO ApYrumu 0Gpasuamu man amnaukoHamu. B npobupxe ¢
OTPMUATENIbHBIM KOHTRONEM He AoMkHA aetextuposateca AAHK 7. vaginalis. B cnyvae HecoOTBETCTBMA
pe3yabTara, NOAYYEHHOTO ANA  KOHTPONLHOTO 06pasuya, 3aAaHHLIM  KPUTEPWAM  Ba/IKRHOCTM,
NOAOKHTENILHBIE PEIYALTATHI AR MCCAeayembiX 06Pa3UOB B NOCTAHOBKE CMUTAIOTCA HEQOCTOBEPHLIMM,
HEOOXOAMMO NPEANPUHATL MEPLI NO BLIABACHNIO W ANKBUAALINKN MCTOMHAKA KOHTAMUHAUMW W NOBTOPUTL
MCCACA0BIHNE BCEX HCcheayembix 06pasuos, B KOTOpbix o6Hapywena AHK T. vaginalis n KOHTPONA, HaunHan
€ 3Tana amnaAndUKaumm.

B KauecTee NOAOKUTENLHORO KOHTPOAR HCNOAL3YIOTCR pearenTsl K1 complex u K2 complex, exogaume &
coctas HabGopa. B cayvae HECOOTBETCTBUA PE3YNLTATOB ANA MOAOKMTENLHLIX KOHTPONEH 3aNaHHLIM
KPUTEPHAM BaNAMOCTH, Pe3yALTaTHl ANA Beex OOpasUOB B NOCTAHOBKE CYMTAIOTCA HEAOCTOBEPHLIMY,
TPeOYeTCA NOBTOPUTL HCCARAOBAHHME BCEX UCCneayeMbix 06Pa3LOB W KONTPONEeH, HaUMHaA ¢ aTana MLIP.

3.1.2. Anaan3 xanubposxn

KoamuecrBenHaa ouexka koHuewtpaumu AHK T. vaginolis B uccnegyembix o6pasuax nposoauTca
OTHOCHTE/IbHO KONHYECTBEHHO OXAPaKTEPU30BaHHbIX KaAnGpoeouHbix 06pa3suos K1 complex u K2 complex.
Uccneposanne kanubpoBoudbix obpasuos K1 complex u K2 complex nposoaMTca napannensHo ¢
uccneposannem obpasuos, HauMHaa ¢ atana MNUP. Onpepenenue kKonuentpaummu AHK npoussogwrcs s
COOTBETCTBAN C 33A3HHLIMU 3HAYEHWAMM KOHUEHTpauwn KaaubposouHubix obpasuoe K1 complex #n
K2 complex #w noayueHHBIMW 3HIYEHWAMM NOPOTOBOTO umkna (Ct) ana kanubposounbix 0Opasios
K1 complex u K2 complex u nccneayempbix 06pasios. IPPeKTHBHOCTL KaAMBPOBKN A0NMNKHA YRNAALIBATLCA B
3apaNHLIA Ananaaod. ECAU 3PPeKTUBHOCTL KAAMOPOBKU BLIXOANWT 33 NPEAENbl TPAHUHHBIX 3HAYESHWN,
HeabX0AMMO NOBTOPHTL UCCACA0BaHIME C ITana MLP.

3.1.3. Kontpons unrmbuposanun u Kauecrsa 3abopa marepuana

Ans KOHTPOAA BCEX 3ITANOB WCCNeAoBaHWA, 3PPexTUBHOCTH FKCTpakuwu AHK w oueHku samnaHns
uuruburopoe TMLP NPeaycMOTPEHO WCNOAb3OBaHMe 2K30reHMoro BKO (pearent BKO-FL), Kotopoii
AoGasnaerch B KamALIN WCCNEAYEMBIH W OTPULIATEABHBIN KOHTPONbHLIN 06pasel Ha 3Tane IKCTPaKLUMM.
Pesynbrathl uccheaosakma BKO A0/MKHBI COOTBETCTBOBATL 33AAHHLIM KPUTEPUAM BaNMAHOCTU ANA
NOAOKUTEABHLIX M OTPULATEABHBIX  nccaeayembix  O0pasuos, yKazaHMbm B  pasgene
«MUHTepnpeTauun peaynstatos», Ecan 8 nccnegyemoix o6pasuyax we 06Hapymena AHK BKO, To pesyasTtare
MCLACAOBAHUA AaHHLIX OOPasLOB CHUTAIOTCA HEAOCTOBERHLIMK, TPEGYETCA NOSTOPUTL X AHANAU3, HAUNHAR
C 3Tana 3KCTPaKumn.

3.1.4. MoHMTOPMHF NaBopaTopHit HA HANKUNE KOHTAMNHAUMH

PexomeHAayeTCR pa3s 8 Mecat, NPOBOAUTL MOHWTOPHHI NABOPATOPUN Ha KOHTAMWHALMIO NPOAYKTAMH
amnaupukaLmu, necneayembiMy 06pa3amMKu, NOACKUTENADHBIMU KOHTPOALHLIMU OOpasuamu. Cuenka
HaNUMUA/OTCYTCTBHA KOHTAMMHAUMY NPOBOAUTCA NYTEM MCCACAOBAMHA CMBIBOB C PasnuuMbix obvextos:
nunetok, pabouux nosepxHocTel nabopatopHod mebenn, oBopyAOBaHNA M NOBEPXHOCTEH MOMEWEeHNH.
B3ATHE U UCCNEAOBAHNE CMLIBOB CACAYET NPOBOANTL COTAACHO Npoueaype, ONUCaHHOK 8 MY 1.3.2569-09
«Opranusaumn pabotul nabopatopuin, HCNONBIYIOWNX METOAN AMNAHPUKAUNK HYKACUHOBLIX KUCAOT NpH
pabore ¢ mMarepManom, Coaepmalium MURpoopranuamel I-IV rpynn navorenHocTu». Npu oGHapyxeHun
KOHTaMHUHAUMK HeoBxoaumo nposecTu 00paboTky NaGopaTopuM MOIWHMH W ALIMHGHUNPYIOLNMN
PacTBOpamm COTNBCHO YKAIaHUAM, ONUCAHHBIM 8 MY 1.3.2569-09. Taxkke ANA NPeAOTBPALIEHWA
KOHTaMUHALUMK AABOPATOPUH MAM B KGUECTBE MEP NO [EKOHTaMMHAUMM PabouMX 30H pekomMeHAayeTch
MCNONb30BaTh PACcTBOP ANA AE3aKTHBALMK HYKAEMHOBBIX KMCAOT, Hanpumep, «xOnuratop» npou3soACTBa
000 «Hexctbuo», Poccun,
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3.2. PeKoOMeHyeMble KOHTPONbHbIE MaTepuanbl

B kayectBe KOHTPONbHbIX MaTepUaioB A/ MPOBEPKM 3asBNEHHbIX PYHKLMOHANbHbIX XapaKTepucTuK
Habopa MOoryT 6bITb KCNONb30BaHbI 3aPErMCTPUPOBAHHbIE HAa TeppuTOpUKU Poccuiickoin defepauun naHenm
KOHTPO/bHbIX 06pasLoB, MpefHasHavyeHHble NS MPOBELEHNS BHYTPEHHEr0 W BHELUHEro KOHTponei
KayecTBa nabopaTtopHbIX nccnefoaHuii no obHapyxeHuto AHK T. vaginalis.

4. OrPAHNYEHNA METOAMKW NCC/IEAOBAHUA

4.1. Habop npyMeHseTcs TONbKO ANS AMarHOCTUKM in vitro.

4.2. Habop npefHasHauyeH Ana paboTbl TONLKO C UCCNEAYEMbIM MaTepuanoMm, ykasaHHbIM B pasgiene
«HasHaueHwue». MccnegoBaHve Apyrux BUAOB GMONOTMYECKOTO Matepuana MOXeT NPUBECTH K NONyYEHWO
HeO0CTOBEPHbIX Pe3yNbTaToB.

4.3. TonyyeHne [OCTOBEPHbIX pPe3ynbTaTtoB  0GECMNeuYnBaeTCs  BbINONHEHUEM  TpeGoBaHWiA,
npeabsiBASEMbIX K B3ATWIO, TPAHCMOPTUPOBAHMIO, XpaHEHU W MOAroTOoBKe 06pasloB McCnedyemoro
matepuana (cM. pasfen «Mccnefyemslii Matepuan).

4.4, C nomouibto Habopa Bo3MOxHO [MLIP-uccnegosaHne Tonbko npo6 AHK, skcTparMpoBaHHbIX U3
uccnefyemMoro marepuvana COBMECTHO C BHYTPEHHUM KOHTPOMbHbIM o06pa3uom - BKOFL bBe3s
ncnonb3oBaHnsa BKO FL HEBO3MOXHO MPOBECTM OLEHKY BanMAHOCTU MOCTAHOBKM.

4.5. Habop npegHasHayeH AnA NPOMECCMOHaNbHOr0 NPUMEHeHNs. Habop JOMKEH UCNoNb30BaThCs
TONbKO KBaIMPUUMPOBAHHBLIM, O00y4YeHHbIM (B 0671aCTV  KAMHWYECKON nabopaTopHOl AUarHOCTUKM)
nepcoHanoM (Bpayn KIMHWYECKOW nabopatopum n MeguumHCKue nabopaTopHble TEXHWUKW, O6YyYEHHblE
MONEKYNAPHbIM BUONOTMYECKNM METOAUKAM).

4.6. Tlpu paboTe ¢ HaGoOpPoM credyeT WUCMoAb30BaTh TONLKO aMNAU(UKATOPbl C CUCTEMON AeTeKLMM
(hNYOPECLEHTHOTO CUTHANA, XapaKTepPUCTUKM KOTOPbIX YA0BNETBOPSIOT TPe60BaHUAM, YKa3aHHbIM B pasaene
«JononHnuTeNbHOE 060pyaOBaHMe 1 MaTepuabiy.

5. MEPbI NMPEAOCTOPOXHOCTW W NPEAYNPEXAEHNA

5.1. Pabora fomkHa MPOBOAMTLCA B nabopartopun, BbINOAHAOWENR MONEKYNsApHO-6Monornyeckmne
(NUP) nccnegoBaHna 6UM0NOMMYECKOro Matepuana Ha Haamume Bo3byauTeneil MHHeKUUOHHbIX 6one3Hel, ¢
cobniofeHvem caHuTapHo-anugemuonornyeckmx npasun Cr 1.3.2322-08 «be3onacHoctb paboTbl C
MUKpoopraHuamamu IIHV rpynn natoreHHocTn (onacHocTv) U BO36YAUTENSIMU NapasutapHbIx 60ne3Hely,
CaHlMuH 2.1.3684-21 «CaHuUTapHO-3NUAEMUNONOrNYECcKMe TpeboBaHMA K COAEPXaHUD Tepputopuii
FOPOACKUX U CeNbCKUX MOCENEHWUiA, K BOAHbIM 06bekTaM, NUTLEBOW BOAe U NUTLEBOMY BOLOCHABXEHUIO,
atMoc)epHOMY  BO3AyXy, Mo4BaM, > KUAbIM  MOMELEeHWUAM,  3Kcnayatauuum  NPOU3BOACTBEHHbIX,
O6LLECTBEHHbIX  MOMELLEHWA, OpraHM3auMn W  MNPOBEAEHNI  CaHWTAPHO-NPOTUBO3NUAEMUYECKUX
(NpohmnakTMYecknx) MeponpusaTuii» 1 MeToanyecknx ykasaHuii MYy 1.3.2569-09 «OpraHusauusi pabotbl
nabopatopuid, UCNonb3yLWMX MeTobl aMNANpUKaLUN HYKNEMHOBBIX KUCNOT Mpu pabote ¢ marepuanom,
cojepxalmm MUKpoopraHuamel |-IV rpynn natoreHHocTn.

5.2. Mpwu pabote HEO6XOAMMO BCerda BbINOMHATL crefytolme Tpe6oBaHus:

- MNpyMeHsTb HAbop CTPOro MO HA3HAYEHWUIO B COOTBETCTBUW C JAHHOI WMHCTPyKUMel. OTKNOHeHue oT
nponucaHHbIX NpoLefyp 1 nopsaka AeicTBUiA MOXET NPMBECTM K NONYYEHUIO HEAOCTOBEPHbIX Pe3ynbTaToB
aHanmsa.
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- JNlabopatopHblii npouecc AoMmKeH OblTb OfHOHanNpaBfeHHbIM. AHanM3 cnefyet nNpPoBOAUTL B
OTAENbHbIX MNOMeLleHnsx (3oHax) B cooTBetctBUM ¢ MY 1.3.2569-09. He Bo3Bpawatb 06pasubl,
obopyfoBaHWe 1 peareHTbl B 30HY, B KOTOpOIi Bbina NnpoBejeHa npejpbliylian ctagus npouecca.

- PaccmarpuBate uccnefyemble 06paslbl kak WHMEKUMOHHO-OnacHble, OpraHu3oBbiBaTb paboTy u
XpaHeHue B cooTteeTcTeuu ¢ Cl 1.3.2322-08.

- Youpatb 1 fe3uHpuLMpoBaTb pasnutble 06pasubl UAW peareHTbl, UCNOAb3YS Ae3uHpuuupyloline
cpefctea B cooTBetcTBumM ¢ CI 1.3.2322-08.

- YpanAatb Heucnonb3oBaHHbIE peareHTbl, peareHtbl C WUCTEeKLWMM CPOKOM TOAHOCTH, a Takxe
NCMNo/b30BaHHbIE peareHTbl, ynakoBKy™, 61onornyecKuii Marepuan” Bkntoyasd marepuansl, UHCTPYMEHTbI U
npeamMetbl, 3arpA3HeHHbIe 6ronornyecknm Marepunaiom, B cooTtBeTrciBuMn  C Tpe6OBaHMFIMVI
CanluH 2.1.3684-21.

BH/MAHME! Mpu yganeHnn oTX0A40B nocne amnaugukaumm (Mpobupok, cogepxawnx npoayktbl MLP)
HeJonycTMMo OTKpbIBaHWE MPOOUPOK U pa3bpbI3rvBaHne coLepXXMMOro, NOCKONbKY 3T0O MOXET NPUBECTU K
KOHTamMuHaumu npogykramu TMLP nabopatopHoii 30HbI, 060pPYA0BaHNSA U peareHToB.

- lcnonb3oBath M MEHSITb MPU KaXAOW onepaumn 04HOPa30Bble HAKOHEYHWKW AN aBTOMAaTUYECKUX
[03aTopoB ¢ (unbTpom. OfHOPA30BYIO MNACTUKOBYH Mocyfy (NPO6UPKW, HaKOHEYHUKW) HEeOo6XOAMMO
cbpacbiBaTh B CrieumanbHblii KOHTEMHEP, CoAepxXaluii fe3nHULMpyoLLee CpeicTBO, KOTOPOe MOXET ObITh
MCNONb30BaHO AN 06e33apaxKmBaHns MeLULMHCKUX OTXO40B.

- Habop npegHasHayeH ANA OAHOKPATHOrO npuMeHeHus Ana  nposefeHuns [LP-uccnegoBaHus
yKaszaHHOro Konuyectsa o6pasuos (cM. pasgen «PopMbl BbiNyCka, COCTaB Y KOMMIEKTHOCTbY).

- K pa6ote ¢ Habopom AonyckaeTcst TONbKO NepcoHan, 06yUYeHHbI MeTofamM MONEKYNsipHOW AnarHOCTUKK
1 npasuiam paboTbl B KTMHWUKO-ANArHOCTUYECKON naboparopun B yCTaHOBNEHHOM MopsiaKe (B COOTBETCTBUM C
TpebosaHusamu CI 1.3.2322-08).

- He ucnonb3oBatb Ha6op, €CNn HapylwieHa BHYTPEHHAA ynakOoBKa WU BHELLHWIA BUA peareHta He
COOTBETCTBYET ONMNCAHNIO.

- He ucnonb3oBatb Habop, ECN He COG/AANNCH YCNIOBUSI TPAHCTIOPTUPOBAHUS U XPAHEHUs COrNacHo
VHCTPYKLMMN.

- He cmelumBartb peareHTbl pasHbIx CGpI/IIZ.
- He ucnons3osarb Ha6op Mo ncreyeHmn cpoka rogHocCTu.

- Wcnonb3oBaTtb 04HOPA30Bble HEONyAPeHHbIe NepyaTtku, nabopaTtopHble xanatbl, 3awyiaTb rnasa Bo
Bpems paboTbl c o6pasuamMu 1 peareHTamu. TuiatenbHO BbIMbITb PyKU M0 OKOHYaHUK paboTsl. Bee onepauum
NPOBOAATCA TONbKO B MepyaTtkax Ans UCKIYEHNSI KOHTaKTa C OpPraHn3mMoM YenoBeKa.

- He ecTb, He NMUTb W He KypUTb B NpoLIeCcCe WUCMONb30BaHNsA Habopa. M36eratb KOHTaKTa peareHToB C
KOXel, rnasamm n cnn3nctoil 060n104Koin. He rnotartb.

- [pn KOHTaKTe HEMEANEHHO NPOMbITb NMOPaXKEHHOE MECTO 6OMbLIMM KOAMYECTBOM BOAblI U MpU
MNOXOM CaMOYyBCTBMM 06paTUTbCA 3a MEAMUMHCKOW Nomoulblo. [Mpu monajaHun BHYTPb, PBOTY He
BbI3bIBaTb, MPOMONOCKATh POT BOAOI, 06PATUTLCS K Bpauy Mpu MI0XOM CamoyyBCTBUM.

53. MpM  MCMONb30BaHMW MO  Ha3Ha4YeHW0 U COBMIOLEHWM  BbIWENepeynCneHHblXx  Mep
NPeAoCTOPOXHOCTN Habop 6e3onaceH. PeareHTbl HA6Opa CofepXKar HaTpust a3nj B KOHLEeHTpauuu He 6onee
0,1 % ¥ COOTBETCTBEHHO He KnacCU(puLMpPYyOTCS Kak OnacHble U He Tpe6yloT o6 4eHns cneunanbHblx Mep
NpesoCTOPOXHOCTY.

* Heuncnosnb3oBaHHble peareHTbl, peareHTbl C UCTEKLUMM CPOKOM TOAHOCTM, WCMOMb30BaHHbIE peareHThbl, YrnakoBKa
OTHOCATCA K Kfiaccy OrnacHOCTY MeAMLMHCKMX OTX0A0B [

NBUONOrN4ecKuii Marepuan, BKoHasA MHCTPYMEHTbI N NPEAMETHI, 3arpA3HEHHbIE Martepua/ioM, OTHOCATCA K Kaccy
ornacHoOCTN MeaULMHCKMX 0TX040B b
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54. Cneumgunyeckme Bo3aeincTBMsl Habopa Ha OpraHU3M YenoBeka:

- KaHueporeHHbIii addheKT oTcyTCTBYET.
- MyTareHHoe fieiicTBMe OTCYTCTBYET.

- PenpoayKTMBHasi TOKCUYHOCTb OTCYTCTBYET.

6. JOMONHWTE/IbHOE OBOPYAOBAHNE 1 MATEPUAJTBI

6.1. B3sAaTtne uccnepyemoro marepuana

6.1.1. TpaHcnopTHasa cpefja LA B3ATWSA, TPAHCTNIOPTUPOBAHUA U XpaHeHUss BMON0rMyeckoro Marepvana
(oTmgensieMoro cAM3ucTbiX 060104YEK YPOTrEHNTANBHOTO TpaKTa), coaepxallas 6ythepHO-ConeBoi pacTBop ¢
MYKO/NMTUKOM, KOHCEPBAHTOM W cTabwunm3atopom (Hanpumep, «TpaHCnopTHas cpeja C MyKOAUTUKOM
«AMmnaulparim TeM», PY Ne dCP 2012/14205 nnun gpyras, 3apeructpupoBaHHas B PO).

6.1.2. 30H4 [4nA  B3ATMA  OMONOTMYECKOro Martepuana C MNOBEPXHOCTU  CAU3UCTbIX  060noueK
YpOreHWTanbHOro TpakTra (Bnaranviia, UepBUKaNbHOrO KaHana, ypeTpbl) O4HOKPATHOIo MNpUMEHEHNS,
CTEPUNbHBIA, N3rOTOBAEHHbIA U3 MONNMNPONMIEHA, COCTOSLWMIA U3 TONOBKM (paboyast yacTb) U pyykn. Paboyas
4acTb 30Hfa MOXEeT OTNaMbIBaTbCs MO UMEOLLENCA Haceuke.

6.1.3. EMKOCTb Ans B3ATWSA, TPAHCMOPTUPOBKM W XpaHEHWs MOuM, CeKpeta npefcTateNnbHOl xenesbl
(o6bemom fo 150 mn) OAHOKPATHOrO MPUMEHEHWS, CTepunbHasA, C 3aBUHUMBAIOLLEWCH WM NNOTHO
3allenKknBatoLLeiicsa KpPbILLKOW, N3roTOBNEHHAsA U3 NOUNponuneHa.

6.2. TpegBaputenbHas NOAroTOBKa MccnegyeMoro marepuana

6.2.1. MpeaBaputensHas obpaboTka mMoun

6.2.1.1. TpaHcnopTHas cpefa Ans B3SATUA, TPAHCNOPTUPOBAHUS Y XpaHeHUs 61Monornyeckoro Matepuana,
cojepxallas KOHCEpBaHT, uan manonornyecknii pacteop (0,9 % pactBop HaTpus xnopuaa) CTEPUbHBINA,
WKW BaKyyMHble Npobupkm ansa 3abopa mMouun.

6.2.1.2. MUKpPOLEHTPUPYXHblE OAHOPA30BbIE MONUMPONUAEHOBbLIE NIOTHO 3aKPbiBAKLMECS MPOBUPKY
obvemom 1,5 mn.

6.2.1.3. OgHOpa30Bble HAKOHEYHUKN 411 403aTOPOB NepeMeHHOro o6bema ¢ punbtpom 4o 1000 MK/
6.2.1.4. OgHOpa30Bble HAKOHEYHUKM NSt 4O3aTOPOB NepeMeHHoro obbema 6e3 thunbtpa 4o 200 MK,
6.2.1.5. ltatnBbl 4na npobupok o6bLemom 1,5 mn.

6.2.1.6. MukpoueHTpudyra gna npobupok tuna «3dnneHgopd» o6bemMom 1,5 Ma C YCKOPEHUEM He
MeHee 10000 g.

6.2.1.7. BakyyMHbIi1 OTCacbiBaTeNb MefULUHCKUIA C KONOOW-N0BYLLKON ANA yaaneHus HafocajouHou
XUAKOCTN.

6.2.1.8. Boprekc.

6.2.1.9. ABTOMATMYeCKUin 4o3aTop NnepemMmeHHoro obbema Ha 1000 MK,

6.3. 3Jkctpakuumsa HK n3 nccnepgyembix o6pasLos

6.3.1. Habop peareHToB Ana askctpakuum [HK, 3aperncipupoBaHHblii B P® K COOTBETCTBYHOLLWIA
cnefyrowmnm TpeboBaHnaM:

- Habop no3BonseT BblaensTb AHK 13 6ronornyeckoro marepmana (0TaensieMoe CamsucTbix 060104eK
yporeHuTanbHoro TpakTta (0TaensieMoe CAU3NCTO 06010UYKM Bnaraiuila, COCKo6 aNUTENNA CO CANU3WCTON
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06010YKM LEPBMKANLHOTG KaHANA, COCKOD anuTenMs CO CAMIMCTON OGONOYKM YPeTpbl), Moua, cekpet
NPeACTATENILHOW KENes3bl) ANA NOCAEAYIOWEre HCLAEA0BAHUA METOROM NOAUMEPAZHONH LEMHON PeaKUUK;

- Habop He OTHOCUTCA K IKCNpecc-MeToaam aKcTpakumu AHK;

- Habop nozBonneT uccnenosaTh obpasuu 06vemom He menee 100 mia;

Cocras Habopa BKMOHAET BHYTPEHHUN KOHTPOALHLIK 06pazey;

Habop NO3BONRET NPOBOANTL 3AUMIO oumueHHOMH IHK 8 o6peme He meHee 100 mkn.

B xoae npoBeACHMA KAMHUYECKHUX MCINTAHMKH BaauaauMio npowen Habop pearentos «MarHolpaim
®ACT» {PY Ne P3H 2019/8043).

6.3.2. filonoaxuTenbHbie MaTepuant n obopyaoBaHue, Heobxoaumbie Ans akcTpakumn AHK, — cornacHo
MHCTPYKLYMN K HABOpY peareHTos Ana 3kCTpakuMu AHK,

6.4. Amnanduxauun, geTexuus NPOAYKTOB aMIAKGHKAUNN, AHANH3 U WHTEPNPETAUNA
pesynsraros

6.4.1. OaHopazoswie NoAMNPoONKAEHOBLIe Npobupkwn, ceoboannie ot IHKa3s, cneayowmx suaos (npu
HUCNONB308aHUK GOPMD) BbINYCKA 2):

~ 33aBMHYMBAIOWMECA NPOGUPKRU ¥ KPBIWKKM K HUM WAK MAOTHO 3aKPLIBAOWWECH NPOGUPKK 06BEeMOM
1,5 M — 4nA NPUrOTORNEHUA PEAKLMOHHON CMeCH;

= TOHKOCTeNHbIe Npobnprn ana NLIP abvemom 0,2 MA C BuINYKNOH HAK NACCKON ONTHYECKU NPO3PAYHON
KpbILIKOH wan NPoGupKM 06bemom 0,2 mA B CTPMNAX NO 8 WIT. C NPO3PAYHBIMK KPLILIKAMUY — ONA NPOBESEHUA
MUP npu ucnonv3osasnm Nnpubopa NAAHIWETHOTO TUNA;

- TOHKOCTeHHbIe Npobnprn ann NLIP o6vemom 0,2 mn ¢ NAOCKOM KPLIWKOK uan npobupxn ana NUP
obvemom 0,1 mn 8 CTpUNax NO 4 WT. C KPbIWKamKM — AnA nposeaeHna NLUP npu ucnonvaosanuun npubopa
POTOPHOTO THNA.

6.4.2. OpHopasoebie HakoHeuHukK, ceobopmbie or AHKa3, ann A03aTopoB nepemeHHOro ofvema ¢
duasTpom ot 100 a0 1000 mKn,

6.4.3. Wratuent ann npodupok ofvemom 0,2 ma nan 0,1 M (B8 COOTBETCTBMM C MCNOALIYEMbBIMMK
npobnpkamn ana NLP).

6.4.4. bokc abaxrepuanoHo# 8o3aywHoM cpegel {NLIP-6okc).

6.4.5. UenTpudyra-soprexc.

6.4.6. ABTOMATHHECKWE A033TOPH NEPeMeHHOr0 obbema.

6.4.7. CTaHumMA aBTOMATHUHECKAA ¢ MOAYNEM ANA NPUIOTOBACHMA M PACKANKK PEAKUMOHHLIX CMECeH M
KOMNAGKT PACcXOAHBIX MATEPUANO8 K HEH COFAACHO WHCTPYKUWUW FIPOM3BOAMUTEAR, - NPW UCNONBL3OBAHUK
$OPMbI BbINYCKA 2 B CAYHAE NPUIOTOBNEHUA PEAKUMOHHOW CMECH ¢ MCAONbLIOBAHWEM ABTOMATHYECKON
CTaHUMK.

6.4.8. Nporpammupyembiih aMAAUPHKATOP C CHCTEMON AeTEKUMH PAYORECUERTHOTO CHIHANA B peXume
«peancHoro BpemeHn» poTOpPHOro Tuna {Hanpumep, Rotor-Gene Q}, /m6o nnanweTHOro TMNa (Hanpumep,
QuantStudio 5, wan C1000 Touch B xomnaexre ¢ moaynem CFX96), 3aperucTtpuposaHnbie 8 PO u
COOTBETCTBYIOWME CheayowrMm TpeGosaHNAM:

- HANMMME HE3aBUCUMBIX KaHanos GAYOPECUEHTHOW Aetekuwn ans ¢ayopodopos FAM wn R6G co
CNCAYIOWUMI X3PAKTEPUCTURAMMN.
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Ta6bnmua 4
Tpebyemble XxapaKTepUCTUKN KaHanoB (hyopecLeHTHON aeTeKunm

T [NnHbI BOMH, HM

KaHan gns dnyopodopa BosbyxaeHus JeTekuun
MuHUMYM Makcrmym MuHUMyM Makcumym
FAM 450 470 510 530
R6G 515 532 545 530

- [0Ns NpMBOPOB NNAHLLIETHOro TMNa Haauyue NoLorpeBaeMoi Kpbillku ¢ TeMneparypoii 6onee 100C;
- TOYHOCTb NoAjepxaHus Temnepatypbl i 0,4 “C;
- CKOpOCTb HarpeBa He meHee 2 “C/cek;

- CKOpOCTb OXNnaxeHus He meHee 1 “C/cexk.
6.4.9.XonoannbHMK o1 240 8 *C.
6.4.10.074enbHbIR xanart, wanovkn, 06yBb 1 04HOPA30BbLIe nepyarky B cooTBeTcTBMM ¢ MY 1.3.2569-09.

6.4.11.EMKoOCTb Ans cbpoca HaKOHEYHWNKOB.

7. CCNEAYEMbI MATEPWAN

Martepunanom ans uccnefoBaHus CnyxuTt

- COCKOGHbIi MaTtepuan unm oTaensieMoe Cn3ucTbix 060/104EK YPOrEHUTANLHOMO TpakTa (0TAensieMoe
CM3NCTO 060M0YKN BRara/nlla, COCKOG 3MUTENMS CO CAM3UCTOW 060M0YKU LEPBUKANbHOTO KaHaia U
COCKOG6 3NMTENNS CO CAM3UCTO 060M0UKM YPETPbI);

- MOM3;
- CEeKpeT npeAcTtartenbHOoM Xxenesbl.

B3siTue, TpaHCMOpTMpOBaHMEe W XpaHeHWe uccnefyemoro 6MoNnornyeckoro Marepuana cnegyet
MPOBOAUTL B COOTBETCTBUM C HUXKEMNEPEUNCNEeHHbIMU TPe6oBaHMAMYW, HECOBNOAEHME KOTOPbIX MOXET
MPUBECTU K NONYYEHWNIO HEKOPPEKTHBIX PE3YNbTaToB UCCNeA0BaHUS.

7.1. Ma3Kku co cnm3ucToin 060104KM Bnaranuuwa

B3stne Marepuana npoBecTM U3 3aAHe6OKOBOTO CBOAa Bnaraamiia C MOMOLLbK CTePUILHOIO
0/IHOPA30BOr0 30HAA-TaMMOHa WM YHUBEPCanbHOr0 30HAA B MPOGUPKY C TPaHCMOPTHOM cpegoit ¢
MYKOMMTUKOM B COOTBETCTBUM MHCTPYKLIMEA MO NPUMEHEHMIO 30HAa. Heo6XxoayMo MaKCMManbHO MOMHO
cobpatb oThensiemMoe. Pa6odyld MOBEPXHOCTb 30HAA MOMECTUTb B TPAHCMOPTHYIO cpedy, o6nomas
MNacTMKOBYH OCHOBY. [10MyCTVMO MUHUManbHOE NPUCYTCTBUE NPUMECEN B BUE CNM3W 1 KPOBMW.

BH/MAHWE! Bo nsbexaHuwe KOHTaMUHaLuu, Henb3s obpesatb 30H4 HOXHMLamm!

Buonornyeckuii matepuan, MNOMELLEHHbI B TPAHCMOPTHYI cpedy, XpaHWUTb W TPaHCMOPTMPOBATb
COrMacHo cnepyrolmm Tpe6oBaHUsIM:

npy KOMHaTHOI TeMnepatype (go 25 *C) - BTeveHue 45 gHeir;
- npv Temneparype o7 240 8 *C- BTeyeHue 4 MecCALEB;
- Npv Temneparype ot MUHyC 24 10 MUHyc 16 “C- BTeuyeHue 1lroga;

- Npuv TemMnepatype He Bbiwe MUHYC 68 "C-4NNTENbHO;
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M6 COrNacHoO MHCTPYKLMM K UCMONb3YeMOi TPaHCMOPTHON Cpee.

[onyckaeTcs n1lb OAHOKPATHOE 3aMopaxuBaHue-oTTaBaHe Matepuana.

7.2. COCKOGbI 3aNUTENNS CO CNU3NCTOM 060N0UYKM LePBUKANbHOTO KaHana

Mepeg nonyyeHnem marepuana civm3b U OTAENSeMoe BharaimiLa ¢ noBepxHocTm LUEKN MaTKK yoanntb
CTepunbHbIM MapieBbIM TAMMNOHOM.

B3Atne Mmatepvasa MNpoBECTM M3 LEPBMKANbHOIO KaHana C MOMOLLbI0 CTEpPUIbHON 0A4HOPa30BOi
LlepBUKaIbHOM LMTOLLLETKN UM YHUBEPCANLHOIO 30HA4a B NPOGUPKY CTPAHCMNOPTHON cpefoli B COOTBETCTBUM
C VHCTPYKUMEWA Mo NpUMeEHEHUo LuToweTkn / 3oH4a. Mpyu ncnonb3oBaHny yHUBEPCALHOMO 30HAa 06beM
COCKOBGHOro otgensemoro 6yfer MeHblle. [onycTMMO MWHUMAaNbHOe NPUCYTCTBME NpUMecei B Buje
LePBUKAILHOM CNN3UN 1 KPOBW.

Buonornyeckuii matepuan, MNOMELLEHHbIA B TPAHCMOPTHYIO Cpefy, XpaHWTb W TPAHCMOPTMPOBAaTh
COrMacHo cneaytoLMm Tpe6oBaHNsIM:

- Mpu KOMHaTHoI Temnepatype (go 25 “C) - BTeueHue 45 gHel;

- npuv Temneparype o7 240 8 “C- BTeueHue 4 MecALes;

- Npu Temneparype o1 MuUHyc 24 1o muHyc 16 “C- BTeyeHue 1lroja,
- Mpu Temneparype He Bbillie MUHYC 68 “C-4NNTeNbHO;

nM60o cornacHo MHCTPYKUUKM K MCNONb3yeMOli TPaHCMOPTHOM cpege.

JonyckaeTtcs MMllb OfHOKPATHOE 3amMopaxuBaHMe-oTTauBaHe marepuana.

7.3. CoOCKOGbI aNNTENNsA CO CNN3MCTOK 06010UYKKN YypeTpbl

B3satne anuTennanbHOro cockoba M3 ypeTpbl MPOBOAUTb C MOMOLLbIO CTEPUNLHOTO OAHOPA30BOro
YHUBEpPCanbHOro 30HAa B NPOGMPKY C TPAHCMOPTHON CPefoil C MyKONMTUKOM B COOTBETCTBUW MHCTPYKLMEN
Mo NPUMEHeHUIo 30HAa. LoNyCTUMO MUHUMAaNbHOE MPUCYTCTBME NPUMeCceli B BULE CIN3N U KPOBU.

Buonornyecknii matepuan, MNOMELLEHHbIA B TPAHCMOPTHYHO CPeAy, XPaHWUTb 1 TPaHCMopTUpPOBaTh
COrNacHo crefyowmm Tpe6oBaHUsM:

- Mpy KoMHaTHoi Temnepatype (ao 25 °C)- BTeuveHwue 45 gHeil;

- npv temnepartype o7 240 8"C- BTeYeHue 4 MecALEB;

- npu TemMneparype o1 MuUHyc 24 1o MnHyc 16 “C- BTeyeHue 1rofga;
- Mpuv TemMnepartype He Bbiwe MUHYC 68 “C- 4nnTeNbHO;

M60 COrnacHo UHCTPYKLMM K MCMONb3yeMOii TPaHCMOPTHOR cpeje.

[lonyckaeTcs N1b OAHOKPATHOE 3aMOopaxuBaHue-oTTanBaHe matepuana.

7.4. Moua

7.4.1.NopALoK cbopa

)XeHWMWHbl ans aHanM3a oTbmpaloT MepByd NOPLUUIO YTPEHHed Moun B konudectBe 15-25 mn B
cneyuunanbHy0 eMKOCTb U3 noamnponuiaeHa ans céopa buonoruyeckoro marepmana o6vemom fo 150 mn, ¢
3aBUHYMBAIOLLEACA UM NNOTHO 3alleNKnBaoLLEencs KpbIWKod. C60p MOoYM NPOBECTM MOCne TwaTenbHoro
Tyaneta HapyXHbIX MONOBbIX OPraHoB. XenatenbHO 3aknagbiBarb TaMMOH BO Braranvwe nepej cb6opom
Matepvana Ans npegynpexneHus KoHTaMuHauuy Mouu oTaensemMbiM U3 Braraimwa. Takke He cnepyet
NPOn3BOAMTL COOP MOYU BO BPEMS MEHCTPYyaL M.
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Y My3UNH NPY MOUSHCIYCKAHWN He06X0AMMO 0CBOGOANTL HAPYXHOE OTBEPCTHE MOYEHCIYCKATENLHOTD
KaHana, NOAHOCTLIO OTTAHYB KOXHYIO CRNAAKY. AR aHanvsa oTOMPAIOT NEPBYI0 NOPLMIO YTPEHHEH MOUM B
KoawuecTee 15 = 25 M1 B CEUMANDBHYIO EMKOCTE W3 NoAMRponnAeHa Ans cGopa Buonormueckoro marepuana
06vemom A0 150 mA, € 3aBUHIMBAIOLICHCA WK NAOTHO 3AUENKMBAIOWLENHCA KPLILLIKON.

B cayvae ecan c60p MOy OCYLIECTBARETCA B @MKOCTD 6@3 peareHToB AAA KOHCePBauuKn U cTabuanaaumnm,
AONYCKAETCA XPIHEHNE M TPAHCNOPTHPOBaHKWE O5PaAsUOB MOUM A0 NposeaeHNa npeaobpaboTv:

= NpK KOMHATHOW TemnepaType — B TedeHue 6 4acos;

- npn Temneparype ot 2 A0 8 °C — 8 Teuenne 1 cyrok;

- NpMY TEMNEPaTYPe OT MUHYC 24 A0 MUHYC 16 °C - 8 TeyeHue 1 Hegenw;
- Npw Temneparype He Bbile MUHYC 68 °C — anntenpHo.

Npw ocywwecrenennu c60pa MOUM B EMKOCTL C TRAHCNOPTHOIH CPEAOH NAM PeareHTamMK ANA KOHCePBaUNK
w crabunuaayuw, xpanenwe o6pasuos mouw A0 nposeaeHuA NpepobpaboTku NPOBOAMTL COrNACHO
MHCTPYKLMU K MCNIOAbIYEMOK EMKOCTH Ana cBopa.

LonNycKaeTca AUWsL OAHOKPATHOE 3aMOPAXKUBAHNE-OTTAMBAHKE MaTepuana.

7.4.2. Npepsapurenvian oGpaborka

®NaKOH € MOMOH 8360NTaTb. MepeHecTH 1 MA MOYH, HCNONL3YA HAKOHEYHWK C PUABTPOM, B CTEPHABLHYIO
OAHOPa308YI NPobUpKy 00Bemom 1,5 mn. LieHtpndyrnposate 5 muu npu 10 000 g. Npu Hankwuum 50abWwOro
KOAMMECTBA CONEH PecycneHAMpoBaTb TOABKO BEpXHWUM CAOW ocaaxka coneit 8 obveme 1mn
$U3INDAOTMHECKOro PACTBOPa CTEPUALHOIO MAM TPAHCNOPTHOW CPeAbl U 3aTEM CHOBZ KOHUEHTPMPOBaTL.
Mcnonbayn BakyyMHbIH OTCacLIBaTeNt C KONGOR-A0BYLIKON, ROAHOCTLIO YAAAMTL CYNEPHATAHT, UCNOALIYA
ANA KawAoro o6pasua oTaeNsHbIR HaKOHeUHWK Gea dunbTpa, He 3axsaTuiBan 0caaoK. K ocagry aobasuTs
200 MKN GU3IMOAOFUYECKOrO PacTBOPa CTEPMABHOTO UAKM TPAHCNOPTHYIO Cpeay B 06beme, YKalaHHOM B
MHCTPYKLMM 110 €€ NPUMEHEHUIO. TWATENLHO NepemMellaTh COAePIKUMOe Ha BOPTERCE.

YCnoBua xpaHeHna npensaputencHo ob6paGoTaHHbIX NPo6 MOMM aHANOIMMHLY YCNOBUAM XPaHEHWA
matepuana Ao npeaobpaborku.

7.5. Cexper npeacTaTenbHoil menesbl

Mepea noAydeHnem CeKpeta NPeACTATEeNbHOR XKenesbt rOoNOBKY NOAOBOro uneHa obpaborato
CTEPUNLHLIM BAaTHHM TamnoHom. Cexper npocTaTl 3a6paTh NOCNE NPEQBAPUTENILHOTO MACCAXa NPOCTaTH
uepe3 NPAMYIC KMWKy. Bpay NpoBOAUT MACCAXK C HAAABNWBIHUEM HECKONBKUMMN SHEPIUYHBIMH SBMKEHHAMK
OT OCHOBAHMA K Bepxywke. Mocne OKOHYAHNA MACCaXa NPEACTATENLHOMN XKenessl ee CeKpPeT 8 KoAuYecTse
0,5 — 1 mn cobpaTb B OAHOPA30BYI0 NAACTMKOBYIO NPOBGUPKY 06beMOM 2 M MAKN KOHTeHHEP.

MNpu HEBO3MOKHOCTY NOAYMUTL CEKPET CPpaly NOCNE MACCaXKa NPOCTaTL), COBPATL NEPBYIO NOPUMIO MOYK
(8 KOTOPO# COACPKMTCA CEKPET NPEACTATENLHOW Xenesbl) B koanyectse 15— 25 mn (cm. nopaaok cbopa
MOMK).

Donyckaerca xpaHeMMe M TPaHcnopTHpoBaHWe 00pa3uoe CeKpeTa NPeaCTaTeNbHOW Keneam A0
NPOBEACHHA UCCACAOBAHNA:

= NPWH KOMHATHON TemnepaTtype — 8 TeyeHue 6 Yacoe;

- Npu Temnepartype o7 2 40 8 °C — 8 revenme 1 cyToK;

- NpU TemnepaTtype oT MUHYC 24 A0 MUHYC 16 °C — B TeueHue 1 Heaenu;
- NpKU Temnepatype He Boile MURYC 68 °C - anutenvHo.

JonycKaeTen Wit OAHOKPATHOR 3aMOpPaUBaHNe-OTTauBaHWE MaTepuana.
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8. NPOBEAEHVE NCCNEOOBAHUA

ViccnegoBaHne [OMKHO MPOBOAMTLCS MPU  HOPMasbHbIX MOKa3aTensix MUKPOKIMMata  KAMHUKO-
ANarHoCTNYECKOI naboparopumn’;

- Temneparypa okpyxatollero Bosgyxa ot 20 go 28 "C;

- OTHOcUTeNbHas BnaxHocTb 40- 75 %.

8.1. O3kctpakuusa AHK 13 uccnegyemoro marepuana

Ona skctpakumn AHK uncnonb3oBaTtb Habopbl peareHToB, pekoMeHfoBaHHble [1pon3BOAUTENEM B
pa3gene «ononHuTensHOe o6opysoBaHue n matepuanbly. MNopsagok paboTbl ¢ Habopamu 418 3KCTpaKLmu
JHK cmoTpute B MHCTPYKLMK NO UX NPUMEHEHUIO.

BHVUMAHWE! Tlpn npoBegeHWn wnccnegoBaHa HeEJOMNyCTUMO  WCMNONb30BaHME 3KCMNpPecc-MeTofoB
3KcTpakumm JHK.

Kaxgas rpynna akcTparmpyembix 06pasLoB [OMKHA CONPOBOXAATbCA MOCTAHOBKOW OTpULATENbHOIO
KoHTponsa (OKO) BogHOM MoOBTOpE.

Mpu npoBefeHun akctpakumm AHK wmcnonb3oBath crefylowine 06beMbl peareHToB M UccnefyemMblx
06pasLoB.:

- 0obvem peareHta BKO-FL - HOmkn B npobupky ans OKO, a takke B Kaxayl npobupky c
nccnefyembiMu obpasuamu;

- 00beM uccnegyemoro obpasua -100 Mkn B NpobUpku ans uccnegyemoix 06pasLos;
- 06bvem peareHta OKO -100 mkn B npobupky ans OKO;
- 06bem peareHTa, ncnonsayemoro ans anouymm AHK, -100 mkn.

8.2. TloAroToBKa peareHToB And aMnanpukaymnm

8.2.1. Mpu ucnonb3oBaHnmn Gopmbl Bbinycka 1.

8.2.1.1.0106partb HeobxofMMoe KonuyectBo nNpobupok c MUP-cmecbto TV ana amnamgukaymn OHK
nccnegyembix U KOHTPObHbIX 06pa3LoB.

8212 ybegutbca, 4to napagmH NONHOCTHIO MOKPbIBAET PacTBOp Ha fAHe NpPo6upoK. B nNpoTMBHOM
cfyyae, He UCNob30BaTh JaHHbIE NMPOOUPKN.
8.2.1.3. Ha nosepxHocTb napatuHa BHectn no 10 mkn TMUP-6ydepa-K, npy 37T0M OH He AOMKEH

npoBanuMBatbCs Noj NPOCnoliky napagpuHa u cmelumsarses ¢ MUP-cmeckio.
8.2.2.Mpun ncnonb3oBaHu POpPMbl BblNycka 2.

BH/MAHWE! KOMMNOHEHTbl peakUWOHHOW CMecu chnefyeT CMellMBaTb HEMOCPEACTBEHHO nepej
nposefeHvem MMUP.

BH/MAHWE! B cnyyae npurotoBleHWs pPeakUMOHHOW CMecu C MOMOLLbIO aBTOMATUYECKOW CTaHLuu
cnefyite ykaszaHusiM UHCTPYKLMU N0 ee UCNONb30BaHuIo.

8.2.2.1. Paccuutatb 06vembl MLP-cmecun TV un MLP-6yhepa-H, Tpebylowmecs ana npuroToBneHus
peakUMoHHOl cMecu (cm. Tabnuuy 5). CMecb roToBMTh Ha 0O6LLIEE YMCNO WUCCNEeAYEMbIX U KOHTPONbHbIX
06pasLoB MMloC 3anac He MeHee YeM Ha OfiHY peakuuio.

® YkazaHbl [0NyCTMble HOPMbl Temnepatypbl U OTHOCWUTENBHOW BA&XKHOCTM BO3dyxa B paboyeil 30He
MPOM3BOACTBEHHbIX MOMELLEHNA B COOTBETCTBAM C TpeboBaHuamu [OCT 12100588 «Cuctema CTaHaapToB
6e3onacHocTv Tpyaa. ObLLMe caHUTapHO-TUTMEHNYECKIE TPEGOBAHIS K BO3AyXy paboyeii 30HbI».

Bepcua 23.07.21 16
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Tabnmua 5
PacuyeT 06eMOB KOMMOHEHTOB peaKLUNOHHONR cmecK

PeareHt 06beMm, MKN 0603HaueHus
MUpP-cmeck TV 100"(\+1) N- KOMM4eCTBO aMnAGMLIMPyeMbIX
MLP-Gycep-H 5,0(N+1) 06pa3LioB, BK/KOUYasA KOHTPO/M
8.2.2.2.MNepemeLarb cogepxmumoe npobupok ¢ MNLP-cmecoto TV 1 NUP 6ydepom-H, ocagnts Kanim Ha

BOpPTEKCE.

8.2.2.3.0106patb HeobOXOAMMOE KONMYeCTBO MPOOGWMPOK MAM CcTpunoB fAna amnavgpukauyum [HK
nccnefyemMblX N KOHTPO/IbHbIX 06pa3LoB. Belbop NpobUPOoK 418 aMnan@uKaLmMm 3aBuCcuT 0T UCMONb3YEMOro
amnamgukaTopa c CUCTEMON AeTEKUUN B PEXMME «peaNbHOro BPeMeEHM».

8.2.2.4.BHecTv B Npo6bmpku no 15 MKN NpUrotoBNEHHOW peakLWOHHO CMEeCH.

BHVMAHWE! Hencnonb3oBaHHbIe OCTaTKN peakLMOHHOW CMECU XPAaHEHWIO He noanexar.

8.2.3. MMpwn ncnonb3oBaHun opMbl Bbinycka 3.

8.2.3.1.0106patb HeobXxofMMOe KOMYEeCTBO CTPUMOBaHHbIX Mpobupok ¢ TMUP-cmecbto TV Aans
amnangpukaummn JHK neenefyembix U KOHTPONbHbIX 06pa3LoB.

8.2.3.2 y6eanTbcs, 4To napaguH MONHOCTLIO MOKPbIBAET pPacTtBOp Ha fHe NPo6MpOK. B NpoTMBHOM
cnydae, He UCMNOMb30BaTh faHHble NMPOBUPKM.

8.2.3.3. Ha noBepxHocTb nmapaduHa BHectM no 10 mkn MLUP-6ydhepa-K, npu 3T0M OH He [OMKEH
npoBanMBaTbCs Noj NPOCNONKY napaduHa 1 cmewmsatbes ¢ MNLP-cmecshto.
8.3. BHeceHue npob AHK, npoBegeHne amnangpukaymum n getekumm

BHUMAHWE! Mpn po6asneHun npo6 [AHK, aKcTparMpoBaHHbIX C MOMOLLbD HabopoB peareHToB /14
NPOBeLEHUs IKCTPaKLMM MeTOLOM copbuun Ha cunukarene WaM MarHuUTHOW cenapauuu, HeobXoAnmMo
nsberarb nonagaHus copbeHTa B peakLMOHHY CMECh.

BHVMAHME! Mpu pyyHOM aHanuse (Ka4eCTBEHHBIA hopMaT) NporpaMmMmnpoBaHmne 1 3anyck amnaugukaropa
MPOBOAMTL  COMMACHO WHCTPYKUMM NO  ero npuMeHeHuo. PekomeHgyemble napameTpbl  Ans
nporpaMMUpOBaHNa  amMnIuUKaTOpoB yKasaHwbl BO BKnafbllle, npuiaraemMoMm K Habopy. [Mpu
ncrnonb3oBaHUM nporpammHoro obecnedeHnss FRT Manager nporpaMmmupoBaHne amnavdmkarTopa
ycTaHaB/MBaeTCs aBTOMaTUyeCcKu.

8.3.1. BHECTM BOArOTOBNEHHbIE NPOOMPKU C peakUMOoHHOI cmeckto Mo 10 mkn npo6 AHK, nonyyeHHbIX
B pe3y/nbTare 3KCTpaKLuu.

8.3.2. BHECTV B NOArOTOBNEHHbIE MPOBUPKN C peakuMOHHOM CMECHI0 KOHTPONbHbIE 06pasLbl.
Mpy NpoBejeHNN Ka4yecTBEHHOro aHanusa:
a) MonoxutenbHbIn KoHTponb MLUP - B 0gHY Npobupky aAns obpasua K2 BHectn 10 mkn K2 complex.

6) OTpuLaTensHbIA KOHTPOIb 3KCTPaKLMK - B O4HY Npobupky Ans obpasya OKO BHecTr 10 MKa Npoobsl,
3KcTparnpoBaHHoi 13 OKO.

B) OTpuuatensHblii KoHTponb MUP - BoaHY Npobupky ansa obpasya K- BHectn 10 mKn peareHTa K-.
Mpv NpoBejeHNN KONMYECTBEHHOM0 aHann3a:

a) Obpaszey K1- BogHy npobupky BHectn 10 mkn K1 complex.

6) O6pazey K2 - BoaHy npobupky BHectn 10 mkn K2 complex.
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B) OTpuuatenbHbliA KOHTPOMb 3KCTPaKUun - BOAHY Npobupky Ana obpasua OKO BHectn 10 MKN Npoobl,
3KcTparnpoBaHHoit 13 OKO.

r) OTpuuatensHblil KoHTpons MNUP (K-) - BogHY npobupky ana obpasua K- BHect 10 Mkn peareHTta K-.

8.3.3. 3anporpaMmmupoBatb aMmnaMpuKaTop ¢ CUCTEMON AeTeKL N B peXMMe «peabHOro BpeMeHu» Ans
BbIMO/IHEHMS] €AMHOI NPOrpamMMbl aMIAMGUKaLUN 1 AeTEKL KN (hNyopPEeCLLEHTHOIO CMrHana (cm. Tabnuuy 6).

BHAMAHWME! MporpammunpoBaHne 1 3anyck amnangukaropa MpoOBOAWUTb COMMACHO MHCTPYKUMM NO €ero
npumeHeHwto. PekoMeHgyemble napameTpbl A1 NPOrpaMMypoBaHus amnivuKatopoB yKasaHbl BO
BKIabllLle, npuiaraeMom K Habopy.

Tabnmua 6
EfvHas nporpamma aMmnangukaumm n fetekumn hnyopecLeHTHOro curHana
' [eTekums no KaHanam gns Konnuecteo
Lk Temneparypa, K pe LiARIAM M LMKNOB
1 50 15 MrH - 1
2 °3) 15 MuH . 1
5 tOc
3 45
60 2c FAM, R6G

MpumeyaHue - C 1cnonb3oBaHWEM efWHOW NporpaMMbl MOXHO OfHOBPEMEHHO MPOBOAUTL B OLHOM
npubope N60e couyeTaHMe TECTOB, BKMOYAs TeCTbl C 06paTHON TpaHCcKpunuuein n amnangpukaymein. Mpu
O[JHOBPEMEHHOM MPOBELEHUN HECKONbKNX TECTOB feTeKUMs (hNyopecLEeHTHOro CUrHana HasHavaetcs 1 no
APYrMM MCNONb3yeMbIM KaHasam, NMOMMMO YKa3aHHbIX B Tabauue. B ciydae ecnn B ofHOM npubope
O[JHOBPEMEHHO MPOBOAATCH TECTbl TONbKO ANs BbiaBneHus AHK, MOXHO yfannuTb U3 JaHHOW nporpammbl
nep.blii Wwar obpatHoi TpaHckpunumm (50 “C-15 MUHYT) AN IKOHOMUKN BPEMEHN

8.3.4. YcTaHOBWUTL NPOGUPKM WX CTPUNBI B AUEKM peakumoHHOro Mogyns npuoéopa.

MpumeyaHne *PeKkoMeHayeTcs nepeg NoCTaHOBKOV BaMNAU(MKATOP NNAHWETHOro TMna 0CagunTh Kanm
CO CTEHOK NPO6UPOK Ha BOPTEKCE.

8.3.5. 3anycTuTb BbINOAHEHWE NPOrpaMMbl aMnAUGUKaLUK C geTeKumein GyopecLyeHTHOro curHana.

8.3.6. MNpnbop NpPOBOAMT perucTpaunto (GAyopecuUeHTHOro CurHana aBTOMATUYECKW B pPexXume
«peansHOro BpeMeHu.

8.4. AHanu3 n BblYMCNeHNE pe3ynbLTaToB

BH/MAHWE! Mpu pydyHoM aHanu3e 06paboTky AaHHbIX (PAYOPECLEHTHbIX KPWBLIX), MOMYYEHHbIX B
nporpaMMHOM obecneyeHnn npubopa, Ucnonb3yemoro ans nposefeHus MUP ¢ getekunei B pexume
«peanbHOro BpPEeMEHMW», MPOBOAWUTb COrMMACHO WHCTPYKUMM MO ero MpuMeHeHuto. PekomeHpyembie
napameTpbl 4n8 06paboTKM AaHHbIX yKa3aHbl BO BKAagpllle, npuaaraeMomM K Habopy.

BHUMAHWE! KonnuecTBeHHbIA aHanuM3 pesynbTatoB BO3MOXHO MPOBOAMTL TOMNbKO B aBTOMATU4YeCKOM
pexume ¢ Mcnosb3oBaHnem nporpaMmHoro obecneverus FRT Manager (OO0 «MHTep/la6CepBucy, Poccus,
PY Ne P3H 2019/8870) cornacHO pyKOBOACTBY Nonb30Batens, BblbpaB METOANKY, YKa3aHHYHO BO BKiafblle,
npunaraeMom K Habopy. PykoBOACTBO Monb3oBartens pasMeleHo Ha odguumansHom caiite 000
«MHTeplabCepsBurc» no agpecy: https://www.interlabservice.ru/servjce/frt/.

* Netekums curHana ans inyopocopa RE6G ocyLLECTBASETCA NO KaHany AETEKLMN ANst aHanornyHbIx gnyopotopos HEX,
JOE, Yellow n VIC.
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O6paboTka K pacyeT pesynbTatoB NPOUCXOAMT HA OCHOBaHWM Hannumsa (MW OTCYTCTBUS) NepeceyveHunst
KpMBOI (nyopecueHumMn SobpasHoil (curmoobpasHoil) (opMbl C YCTAHOBNEHHON Ha COOTBETCTBYHOLLEM
YpPOBHE MOPOroBOW MNMHWNEN, YTO ONpegenset Hanumume (UanM OTCYTCTBMUE) ANa AaHHON npobbl AHK 3HauveHus
noporosoro umkna (Ct) B cooTBeTcTBylOWel rpade Tabnuubl pesynbtatoB. [apametpbl 06paboTKu
(hNyopecLEeHTHbIX KPMBbIX 3aBUCAT OT UCMONb3yeMOoi Mofenn amnaugukaropa (CM. BKnagbiw K Habopy u
WHCTPYKLMIO MO NPUMEHEHNIO aMmnangukaropa).

KpvBble HakonneHus (*)J'IyOpeCU,eHTHOI'O CUTHana aHa/m3npyrTca no ABYM KaHalaM fAeTeKuunn (CM.

Tabnuuy 7).
Tabnuua 7
JeTekumns gpnyopecLeHTHOro curHana
KaHan gnsa qnyopodgopa FAM R6G
MpoayKT aMmnagukamn OHK T. vaginalis BKO-FL

Ha ocHOBaHWM MonyveHHbIX 3HaueHuiA noporoeoro uukna (Ct) u 3afaHHbIX 3HAYEHUIA KOHLEHTpaLuii ans
KannbpaTtopoB CTPOUTCH KaiMbpoBOYHAsA KpuBas, MO KOTOPO NpPOBOAWUTCA aBTOMaTU4eckuii pacuer
KOHLUEeHTpaLumn reHoMHbIx akBuBaneHToB [IHK T. vaginalis B 1 mn 6uonoruyeckoro obpasua (F3/mn).

8.5. WHTepnpetayuna pesynbLtaTos
HTepnpetauunio pesynstatoB NpoBOAAT B ABYX BapuaHTax:

- B KQUeCTBEHHOM (hopmMarte BPY4HYK B COOTBETCTBMM C Tabnuuei 8 1 BKagblleM, npunaraembimM K
Habopy. Pe3ynbTar uccnefoBaHus CUMTatoT LOCTOBEPHBIM, ECIM PE3YNbTaThl, NONyYEHHbIE ANS KOHTPONbHbIX
06pasLioB, COOTBETCTBYHOT KPUTEPUSIM BaNUAHOCTM, YKasaHHbIM BTabnuue 10;

- B KA4YeCTBEHHOM W KO/MYECTBEHHOM (opMate B aBTOMATMYECKOM pPEeXMME C MCMOb30BaHUEM
nporpammHoro ob6ecneyenns FRT Manager (OO0 «MHTep/la6CepBuc», Poccua, PY N9 P3H 2019/8870)
cornacHo pPyKoBOACTBY MO/Mb30BaTeNs, BblopaB METOLMKY, YKa3aHHyi0 BO BKnagbllle, npuiaraemom K
Habopy. PykoBOACTBO MOnb30oBaTensi pasmelleHo Ha oguumansHom caiite 000 «MHTep/la6CepBuc» Mo
agpecy: https://www.interlabservice.ru/service/frt/. Mcnonb3yemble B nporpammHOM obecneyeHum
anropuT™M MHTEpRpeTauun pesynbTaToB 48 UCCAeLyeMbIx 00pasLOoB U KpUTepun BanngHOCTA pe3ynbTaTos,
MONYYEHHBIX A1 KOHTPO/ei, npeacTaBneHsl BTabnamuax 9 n 10 cOOTBETCTBEHHO.

Tabnuua 8
NHTepnpeTtauus pe3ynbTaTtoB 4N uccnegyemMbix 06pasuoB
npu NpoBeAEeHNN KauyeCTBEHHOro aHanu3a

Pesynbtar WHTepnpeTaums

3HaueHvie Ct no KaHany gna qnyopodopa FAM He onpeseneHo 1
Mo KaHany ans uyopodiopa R6G He onpegeneHo nnv onpegeneHo
BblLLE rpaHn4Horo”™

HeBamaHsbIiA!
C6oii BKO! TpebyeTcst NOBTOPUTL aHaN3

3Hauenve Ct no kaHany ana gnyopodopa FAM onpeseneHo Bbille
rpaHMuHoOro, a no KaHany ans dnyopojopa REG He Bbie  Pe3ynbrar HefoCTOBEPHbIN/COMHUTEbHBINA
PaHN4HOro

3HaueHne Ct no kaHany gna dnyopodopa FAM onpegeneHo He

HK T. vaginalis o6HapyxeHa
BblLLIE FPAHNYHOTO A g pyx

3HaueHve Ct no kaHany ans qyopodopa FAM He onpegeneHo, a
no kaHany fna dyopodopa R6G onpefeneHo He Bbie OHK T. vaginalis He o6HapyxeHa
rpaHn4Horo

®paHnyHble 3HaueHs Ct ykasaHbl BO BKNa/blLLie, puiaraemMom K Habopy.
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Tabnuua 9
NHTepnpeTayus pesynbtatoB 4Ns uccnegyemMmbix 06pasyos
npu NpPoBefeHNN KONMYeaBeHHOro aHanmsa

Pesynbrar WHTepnpeTtaumsa

3HaveHvie Ct no kaHany anst iyopogopa FAM He onpeaeneHo 1 ro
KaHany ana gyopodopa R6G He onpefeneHo wan onpegeneHo
BblLLIe rpaH1yHoro”™

HeBanmaHbIiA!
Co6oii BKO! Tpebyetcst NOBTOpUTL aHaNN3

PaccuvMraHHoe 3HayeHwe KoHueHTpaumn [OHK no kaHany pana

(hnyopodhopa FAM HaxoguTtcs B npefenax NMHenHoro avanasoHa [OHK T. vaginalis o6HapyxeHa B
M3MepeHns Habopa, Npu 3ToM 3HauyeHwe Ct Mo KaHany ans KOHUeHTpauum Xx10°\3/mn
(hnyopodhopa R6G onpeseneHo He BblLLEe FPaHnYHOro

[OHK T. vaginalis o6HapyxeHa B
KOHLeHTpaumn meHee 2x 10M3/mn anst
OTZENAEMOro CIM3UCTbIX 060104eK
YpOoreHuTalbHOro TpakTa, cekpera
npeAcTarenbHON xenesbl

nnn meHee 4 x 10°N3/mn gns 06pasuos

PaccunraHHoe 3HaveHne KoHueHTpauun AHK no kaHany ansa
(hnyopothopa FAM MeHbLLEe HKHErO Npefena MMHeRHoro
AvanasoHa n3MepeHns Habopa, Npu aToM 3HadeHue Ct no kaHany
ana quiyopodopa R6G onpefeneHo He Bbille rpaHnyHoro

MouY
PaccuutaHHoe 3HayeHue KoHuUeHTpaumn [HK no kaHany ans

thnyopodiopa FAM BblLLie BEPXHETO Npeaena MMHENHOro aMana3oHa JHK T. vaginalis o6HapyxeHa B
M3MepeHnsi Habopa, Mpy 3TOM 3HadveHne Ct no KaHany Ans KOHUeHTpauun 6onee 1x10"F3/mn

(hnyopodhopa R6G onpefeneHo He BblLLe rPaHNYHOro

3HaveHvie Ct no kaHany gns quyopodgopa FAM He onpeaeneHo, ano

KaHany anst inyopodhopa R6G onpefeneHo He Bbllle rpaHNyHOro AHKT. vaginalis He 0GHapyxeHa

Tabnuua 10
Kputepun BanngHOCTU AN KOHTPO/bHbIX 06pa3yoB

PesynbTarbl aMnaugukaumm no kaHany ans gpayopogopa

KoHTponb
FAM R6G
(otpm aTeﬂSI-IKI:OIVI KOHTPO/b 3Hauenve Ct otcyTcTByet Onpeaernexo skaerive Ct He
Ly P yicTsy BblLLle rpaHnyHoro™
3KCTpaKUmm)
K 3HaueHvie Ct oTcyTcTBYyeT
(oTpuuaTEnbHBbI KOHTPONL MLP) yicTey

KL complex (K1) OnpegeneHo 3HaveHne Ct
K2 complex (K2) OnpegeneHo 3HaueHve Ct He Bbile FpaHNYHOro
KL complex (K1) MNokazarenb ahekTBHOCTY (E) Ans kanmbparopoB yknaibiBaeTcs BAvanasoH
K2 complex (K2) 08-1,2

8.6. B0o3MOXHble oWNGKN 1 pekomMeHgauhn no nx peweHno

8.6.1. inA oTpuuaTtenbHOro KOHTpons akcTpakummn (OKO) no kaHany ansa gnyopohopa FAM onpegeneHo
3HayeHue noporosoro umkna (Ct). BepostHa KOHTaMuHauua nabopatopmm NPoyKTamm amnanpukaumm nnm
KOHTaMWHaLuua peareHToB UM uccnefyemMolx 06pasLoB Ha Kakom-nnbo atane uccnegosaHus. Heobxogmmo
NPeANPUHATL Mepbl M0 BbIABIEHWUIO U IMKBULALNN UCTOYHUKA KOHTaMWHaLUW U MOBTOPUTL UCCNef0BaHMe
BCex 06pasLoB, B KOTOpbIX 06HapyxeHa [AHK BbisBAsiemMoro Bo30yanTens, HaumHas ¢ atana akctpaxkumm AHK.

8.6.2. lna oTpuuarensHoro koHtpons MUP (K) no kaHany pgna ¢nyopoopa FAM w/unm
R6G/HEX/JOE/VIC onpepgeneHo 3HavyeHvne noporosoro umkna (Ct). BeposiTHa KOHTamMuHauma naéopatopuu

AlpaHnuHble 3HauYeHst Ct ykasaHbl BO BKNafblLLe, npuiaraeMom K Habopy.
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NpogyKTamm amnampukaLmm naM KOHTaMuHalms peareHToB, uccnegyemMbix 06pa3uoB Ha KakoM-nnm6o atane
MUP-nccregosaHma. Heobxognmo MpefnpuHATL Mepbl MO BLIABIEHWIO W NMKBUAALUM  UCTOYHMKA
KOHTaMWHaumMm un nostoputb [LP-nccnefoBaHne ana Bcex o6pasuoB, B KOTOpbIX O6HapyxeHa [HK
BbISIBNSIEMOro BO36yAnTEeNs, HauMHas ¢ atana amnamgukayun HK.

8.6.3. Ecnn nokasatenb afeKTMBHOCTM E npy NOCTPOEHUM KanmbpoBOUHON Npsmoit meHee 80 % unu
6onee 120 %, Heob6XOAMMO MPOBEPUTH MNPABUALHOCTb 3aflaHHbIX 3HAYeHWA KoHuUeHTpauuii AHK-
KanmbpaTtopoB B COOTBETCTBUM C BKNafbllleM K Habopy peareHToB W NPaBWIbHOCTL BbIOPAHHOIO YPOBHSA
noporosoi NMHMK. Eciv npu NpaBuibHO 3afaHHbIX KOHLEHTPALUSAX KaimbpatopoB M ypOBHE MOPOroBoii
MHUKM noKasatenb 3MHEKTMBHOCTM He yKnajbiBaetca B TpebyeMblii AvanasoH, cnefyet MNOBTOPUTb
nccnepgoBaHune, HaumHaa ¢ atana Mup.

8.6.4. [ins nccnegyemoro o6pasua OnpefeneHo 3HaueHne NopPoroBOro LMKNa, Npu 3TOM Ha rpadmke
(hnyopecueHLun 0TCyTCTBYET YHaCTOK XapakKTepHOro 3KCMOHEHUManbHOro nogbema (rpaguk npegcraBnsiet
co6oii NPMBNN3NTENLHO NPAMYID NMHWI). Heo6X0AMMO NPOBEPUTb MPABUILHOCTL BbIGPAHHOIO YPOBHS
MOPOroBOI NMHUM WK NAapaMeTPoB pacueta 6a30Boli MHUM. ECnM pesynbTaT NofyyeH Npu npaBUibHOM
YPOBHE MOPOroBoi MMHUK (6a30BOI TMHUK), TPEGYETCS NMOBTOPHO NPOBECTV aMNIMAUKALMIO U AeTeKUUIO
ANsi 3T0r0 06pasya.

8.6.5. B cnyyae nonyyeHusi HeBanMAHbIX WM HEAOCTOBEPHbIX/COMHUTENbHbIX Pe3ynbTatoB Tpebdyetcs
NOBTOPHOE MUCCnefoBaHMe o6pasla, HauMHas C 3Tana 3KCTPaKLMM HYKNEeWHOBLIX KUCnoT. B cnyuae
BOCMPOM3BOAMMOr0  pe3ynbTata PEeKOMEHZyeTcsi MOBTOPHO MNPOBECTU  B3SATWE, MpPeABapUTENbHYHO
noAroToBKy U UccnefoBaHue obpasua.

8.7. [OnarHoctuyeckoe 3HayeHue NONY4YEHHOro pesynbTarta

NUP-nccnefoBaHne ABMSIETCS OAHWM M3 METOAOB BCECTOPOHHETO 06CNefOBaHWs NauueHTa, Ha
OCHOBaHMM KOTOPbIX flevalyuii Bpay ycTaHaBNMBaeT AMArHO3 M BblGMPAET MEPONpUATUS MO NEeYEHNHO
naumeHta. PesynbTatbl, MNOAyYeHHble NpU  WCMONAb30BaHWKM Habopa, cnegyeT paccMarpueBatb U
MHTEpNpeTypoBaTh B COYETAHUN CAAHHBIMMW APYIMX KIMHUYECKUX 1 N1abopaTopHbIX UCCNEA0BaHWIA.

9. PYHKUWNOHANBHBIE XAPAKTEPNaMKW HABOPA

9.1. Mpepgen obHapyxeHna"

Mpegen obHapyxeHus Haoopa «AMnulpaiim™ T. vaginalis» 6611 ONpegeneH ¢ UCMoNb30BaHMEM MPO6UT-
aHanm3sa ¢ 95%-0ii LOBEPUTENbHOA BEPOSITHOCTLIO (CM. Tabnmuy 11).

3HaueHnst XapaKTEPUCTUKY, YKazaHHble B Tabnuue 11, JOCTUrakoTCst Npu COBMOAEHUN NPaBU, yKasaHHbIX B
pasgene «/ccnegyemblii matepuan.

Tabnmua 11

Mpeaen o6HapyxeHus Habopa

Mpenen obHapyxeHus 95%-blIii LOBEPUTENBHBIA MHTEpBa,

Buonorueckuin Marepuan no Probit 95%, I3/mn ra/mn

OTZENAEMOE CM3NCTON 060N0UKM

BNaramLa, cockob anurenns co

C/M3MCTON 0B0NOYKU LiepBUKANLHOTO 5ao 3,29x10'-9,30x10"
KaHasnia 1 cocKob anuTenus co

CM3UCTOM 0BONOUKY YpeTpbl

CEKPET NpeACTaTeNnbHOI Xenesbl 5aon 3,15x10-7,74x10'
Mo4a xaon 8,27x10-1,38x10"

Mpegsen obHapyweHus - 95%-0e MONoXUTE/IbHOE MOPOTOBOE 3HaYeHVe KOHUeHTpauun (koHueHtpauua OHK
BbISIBNIAEMOro BO30yauTens, npy Kotopoin 95%TecToB fAaroT NONOXUTENbHbIN pesynbtar).
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9.2. JIMHelHbIl fuana3oH U3MepeHns U Npeaen u3MepeHns

[JmanasoH, B KOTOPOM Habop faeT IMHEeNHbIN OTBeET, NpuBejeH B Tabnuue 12. Mpegen nsmepeHns Habopa
ABMSIETCA HYWXKHUM NPEeAeNoM IMHEMHOro auanasoHa usmepeHns Habopa. YKazaHHble 3HaYeHUs XapaKTepUCTUKN
JOCTUratoTcs Npy cob04eHNN NpaBun, YkasaHHbIX B pasgene «/ccnesyemblii Matepuany.

Tabnuua 12
JInHeliHbIli fuana3oH M3MepeHus Habopa

BvomaTepuan JINHeHbIA aranasoH 3MepeHus,
ra/mn
OTAeNsieMoe CM3MCTOV 060N0YKM BRaranmiLg, COCKOb anuUTenust o
CMM3MCTON 060/0YKM LiEPBMKaIbHOTO KaHana 1 COCKOb 3nuUTens co 2x10"-1x10°
CMM3MCTOI 060/0YKM YPETPbI, CEKPET NPeaCTaTeENbHON Xenesbl
Mo4a 410N Ao

9.3. AHanuTMyeckas cneuupuUHoOCTb
Habop peareHToB 06HapyxuBaeT T10/1bK0 pparmeHTt AHK T. vaginalis.

AHanuTuueckaa cneunduyHoctb Habopa «Amnaulpaiim™ T. vaginalis» oueHMBanacb TeCTUPOBAHUEM
OHK mukpoopraHm3moB 1 BUpycoB (cm. Tabanuy 13) n reHomHoi AHK yenoseka. AHK MukpoopraHn3smoB u
BMPYCOB B KOHLIEHTpauum He meHee 1xX10® 3/mn n reHomHyto [HK uyenoBeka BHOCWIM B 06pasupl
6uonoruyeckoro marepuana, He cogepxalume AHK T. vaginalis.

Tabnuua 13
MuWKpoopraHnambl, UCNONb3YyeMble A8 OLEHKN aHANUTUUYECKON cneynPruyHoCcTM

MMKpOOpraH13mbl 1 BUPYChI

Gardnerella vaginalis Neisseria subfiava
Lactobacillus spp. Neisseria sicca
Enterococcusfaecium Neisseria gonorrhoeae
Escherichia coli Neisseria mucosa
Staphylococcus spp. Treponema pallidum
Streptococcus spp. Toxoplasma gondii
Candida albicans Chlamydia trachomatis
Mycoplasma hominis HSVI
Mycoplasma genitalium HSVII
Ureaplasma urealyticum CMV
Ureaplasma parvum HPV 16
Neisseriaflava -
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Mpw TectupoBaHun 06pasuos AHK BbiwenepeyncneHHbIX MUKPOOPraHU3MOB U BUPYCOB, 1 reHoMHoi JHK
yesoBeKa C UCMoNb30BaHWEM Habopa NepeKkpPecTHbIX peakuuwii BbISBAEHO He Obino.

9.4. Bocnpon3BOAMMOCTb ¥ MOBTOPSIEMOCTb U3MEPEHUS

BocnpousBOAMMOCTE 1 MOBTOPSIEMOCTb  WM3MEPEHWIA C MOMOLbLK Habopa OueHuBanM MyTem
TeanpoBaHUs pa3BefeHNA MoeNbHbIX 06pa3L0B BTPeX AnanasoHax KOHUeHTpauuid (cMm. Tabanuy 14 n 15).

MogenbHble 06pasubl  ObiMv  MPUTOTOB/NEHbI  Pa3BEAEHVWEM CTaHAapTHOTro o6pasua npeanpusaTus,

cogepxauiero AHK T. vaginalis, B 6uonornyeckom Matepuane. Kaxgblii obpasel, Npoxoawnn Bce aTansbl
nccnegosanua (akctpakumio AHK, amnangukauymio AHK 1 getekymo pesynbtatoB).

22



TecTMpoBaHVe KaX[oro pasBefeHUs ANt OLUEHKM MOBTOPSIEMOCTM NPOBOAMNOCH B 48 nosTopax, Ans
OLIEHKM BOCNPOM3BOAMMOCTM - B 96 NOBTOPAX.

Tabnuua 14
MoBTOpPSAEMOCTb U3MEpPEHUS
McxogHoe 3HaveHve CpefHee n3mepeHHoe CraHgaptHoe
KoHUeHTpauun IHK 3HaueHne KoHLEeHTpaumu, OTK/IOHeHWe (SD), Koa(p(hmugeHT(y
T. vaginalis, I'3/mn ! logio 1 iogio Bapuaum (CV), %
1,0x10"-3,0x10" 318 0,09 277
w o "-30x10° 417 0,09 204
10x10M- 300 518 0,09 170
Tabnuuya 15
MoBTOPSAEMOCTb U3MEPEHUSA
McxogHoe 3HaveHve CpefHee nsmepeHHoe CraHpaptHOe
KOHUeHTpauum AHK 3HaYeHVe KOHLEHTpaumn, OTK/IOHeHwe (SD), B;(Lej%%%”(y
T. r3/mn I0Rio IORID vay 70
1,0x10"-3,0x10" 332 022 6,77
1,0x10’- 3,0x10" 431 022 510
1010 30a0n 531 020 379

9.5. [lpaBUNbLHOCTL U3MeEpPeHNa

MpaBnNbHOCTL U3MEPEHUS C MOMOLLbI0 Habopa «AMmnaulpainm® T. vaginalis» 6bina onpefeneHa nytem
TeCTUPOBaHMA cTaHgapTHOro obpasua npeanpuAatua B 120 nosropax {cm. Tabnuyy 16).
Tabnuua 16

MpaBuILHOCTL U3MEPEHUA

VicxopHoe 3Hadenmne YCTaHOB/IEHHOE 3HaYeHVe Cuctemarnyeckast norpeLHocTs (B)
kohuerTpaLm ZHK KOHUeHTpauuu, logio ;
T. vaginalis, logio LeHTpauum, fog logio %
474 570 004 0,60

9.6. [lnarHoctmyeckas CI'IQU.I/I(*)I/I‘-IHOCTI: N anarHoctnyeckasda 4YyBCtBUTE/IbHOCTb

Ona onpegeneHust fMarHOCTMYECKOW CNeumpUYHOCTU U AUarHOCTUYECKOW YyBCTBUTENBHOCTM Habopa
«Amnaulpainm® T. vaginalis» 6bin Mcnonb3oBaHbl Mo 700 06pa3uoB KaXforo Buga Guomartepuana,

npeaycMOTPEHHOI0 Ha3HauYeHneM Habopa peareHToB.

B kauectBe Habopa CpaBHeHWs, C MOMOLLLI0 KOTOPOro yctaHaenuBanu Hanuume/otcytcreue AHK
I. vaginalis ncnonb3oBancsi Habop peareHtoB «<AMnanlpaiim® NCMT» (PY Ne P3H 2015/3168).
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Tabnuuya 17
Pe3ynbTatbl TeCTMpoBaHnA 06pa3LoB 6MONOrMYECKOr0 Matepmana c NOMoLLblo Habopa
«Amnaulpaiim® T. vaginalis»

Viccnepyemble o6pasLibl Pe3synbTarbl TeCTMPOBaHUA
Tvn Konuuectso O6pasupl Amnvlpaiiv® 7. vaginalis  Habop cpaBHEHUs!
CockobHbIv MaTepyan [onoXuTENbHBIX 150 150
wnn otgensiemoe 200
C/M3KCTbIX 060NM0YEK OTPULATENbHbIX 550 550
YpOreHuTasibHOro TpakTa
MoNoXUTENBHbIX 151 151
Movua 700
OtpuruartenbHbIX 549 549
CeKpeT npeaCTarenHoil 0 MonoxwurenbHbIX 150 150
HENEsbI OTpyLiaTeNbHbIX 550 550

3HayeHus OMarHOCTMYeCcKoW CrneuupUUHOCTM W AMArHOCTUYECKON 4YyBCTBUTENLHOCTM  Habopa
«Amnaulpaiim™ T. vaginalis» c [oBepuUTENbHON BEPOSATHOCTLIO 95 %, paccumTaHHble, UCXOAA U3 NONYYEHHbIX
AaHHbIX, NMpUBeLeHbl BTabauue 18,

Tabnmua 18
AnarHocTnyeckune xapaktepuctnukm Habopa peareHtoB «<Amnaulpaim> T. vaginalis»
Tun 06pasLoB JunarHoctnyeckas [narHoctnyeckas
cneummrUyHoOCTb UyBCTBUTENBHOCTb
CockobHbIi MaTepuan um
OTAENIeMOe CMMU3NCTbIX 060/I0UEK 100% (99,5 %- 100 %) 100% (98,0%-100 %)
ypOreHuTaibHOro TpakTa
Mova 100% (99,5%-100 %) 100% (98,0% - 100%)
Cekpert npefcTarenbHOR xenesbl 100% (99,5%-100%) 100% (98,0%- 100%)

9.7. OueHKa BNMAHUA UHTEpPHhepUpPYOLWNX BEWECTB

BavsiHne uHTEpPgepupyoWmx BELEeCTB, MOTEHUMaNbHO COAepXalUMXCAa WM NPUCYTCTBYHOWMX B
uccnegyemom 6uomatepuane, Ha addektmBHoctb MMUP npu mcnonb3oBaHuM Habopa «AMnaulpanm®
T. vaginalis» otcyTcTBYET. He BbISSBNEHO MHIMOMPOBaHNE peakLmmn amnanpukalmm npy fob6aeBneHnn K obpasuam
bvomarepuana Ha 3Tane 3KCTpakuuyM MWHTep(epupyowwmx BELLECTB, NpPefcTaBNeHHbIXx B Tabnuue 19, B
MaKCUMaslbHO BO3MOXHOI KOHLEHTpaUumn ANs Kaxgoro Buaa bromarepuans.

OTCyTCTBME BMWUSHWSI MHTEP(EPUPYIOWUX BELLECTB Ans 06pasuoB OTAENSEMOro CAM3ucToii 060M0uKK
YPOreHUTANLHOrO TpakTta (NyOpPUKaHTbl, CEMEHHas XWAKOCTb, aHTUCENTMK «MWpPamMUCTUH», WUTPaKoHa3or,
METPOHMAA30/, MOYEBMHA, MYLUH, TEMOrNO6UH rOPMOHBI AVAPOrecTepoH W NMPOrecTepoH) 6bI10 NoKasaHo B
UCMbITaHMSIX C CNONb30BaHNEM Habopa anst akcTpakummn «<MarHolpaiim ®ACT» (PY Ne P3H 2019/8043).

Ta6bnuuya 19

VHTepdhepupyowmne BewecTsa, NCNONb30BaHHbIE NPU TECTUPOBAHMUM Habopa peareHToB
KoHLeHTpaLws vHTepdepeHTa B

B 6romarepuana WHTepdepeHT
MyLIMH 0,23 Mr/100 mKn
Mo4a remMornio6uH 0,20 MMonb/100 MK
MOYEBUHA 0,033 MmMonb/100 MKn
MYLH 0,23 Mr/100 MKn
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Bug bromarepuana |

CeKper npep,CTaTeanoM
Xenesbl
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WHTephepeHT

remMornoomH

Mo4eBNHA

M1/HLUP4BuHTEpdEpeHTa B

0,20 Mmonb/100 mKn
0,033 Mmob/100 MKn
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10. yCnoBuA XPAHEHWA, TPAHCTIOPTUPOBAHNA N TIPUMEHEHWA HABOPA

10.1. Cpok rogHocCTK

Cpok rogHocTn Ha6opa cocTtaBnsieT 12 MecsileB OT AaTbl M3roTOBNEHUs. [ocne BCKPbITUSI peareHTbl
1CNONb30BaTh 40 UCTEYEHUSI CPOKa rOAHOCTM Habopa. Habop C MCTEKLMM CPOKOM FOAHOCTU NPUMEHEHUIO
HE NOANEXWT.

10.2. TpaHcnopTupoBaHue

Ha6op TpaHcnopT1poBaTh NPy TeMneparype ot 240 8"C BCeMM BUAAMMN KPbITbIX TPAHCMOPTHbIX CPEACTB
B TEPMOKOHTEHEPAX C XNaf03NeMeHTamMy UK B aBTopedpuxeparopax. He gonyckaetcs 3aMopaxvBaHue
peareHToB.

Jonyckaetcs TpaHcnopTupoBaHue npu Temneparype ot 840 25 “C He 6onee 3 CyTOK.

Habop, TpaHCMOPTUPOBAHHBIN C HAPYLLIEHMEM YKA3aHHOTO TEMMNEPATYPHOI0 PEXUMA, NMPUMEHEHUIO He
NOANEXMWT.

10.3. XpaHeHue

Habop xpaHuTb npu Temnepatype oT 2 40 8 “C B 3alMLEHHOM OT CBETA MECTe B TEYEHME BCEr0 CPOKa
rogHocT Habopa. He fonyckaeTcs 3amopaxvnBaHue peareHToB.

PeareHtbl nocne BCKPbITUSA XPaHUTb B TEX XEe YC/I0BUSX, YTO U peareHtbl 40 BCKPbITUA. HeBCKpbITbie U
BCKPbITble peareHTbl CTabuibHbI B TEYEHUE CPOKa FOAHOCTW, YKa3aHHOro Ha 3TMKeTKe, Mpu cobaaeHun
yKa3aHHbIX YCNOBUI XpaHeHWs. PeakumoHHas cmecb, npurotoBneHHas u3 MLP-cmecn TV u MNUP-6ythepa-H,
XPaHEHUIO He MOANEXMNT.

Ha6op, XpaHMBLUWIACS C HAPYLUEHEM YKAa3aHHOTO PeXrMa XpaHeHWs, MPUMEHEHUIO He NOANEXNT.

11. TAPAHTUW NMPOU3BOANTENA

Mpon3BoauTeNnb rapaHTMpyeT COOTBETCTBME XapaKTEpPUCTUK Habopa Tpe6oBaHMSIM, YKasaHHbIM B
TEXHUYECKON 1 3KCMyaTaUMOHHOW [AOKYMEHTauuW, B TEYEeHMe YKa3aHHOro Cpoka [OAHOCTM Mpu
COG/IOAEHNMN BCEX YCNOBUIA TPAHCTIOPTUPOBAHUS, XPAHEHUS N NPUMEHEHUS.

Peknamauum Ha KavectBo Habopa «Amnaulpaiim™ T. vaginalis» Hanpasnsitb B agpec Npov3BoauTens
000 «HekcTbuoy»: 111394, . MockBa, yn. MonnmepHasn, 8ctp. 2, 1ef. (495) 620-08-73, e-mail: info@nextbio.ru.

Mpn BbISBAEHUM HeXenateNbHblX peakuuidi Npu UCMnonb3oBaHWM Habopa, (PaktoB U 06CTOATENbCTB,
CO3JatoLMX Yrpo3y XU3HM W 3[0POBbI0 rpaXpaH W MeSULUHCKMX PaboTHUKOB npu obpalieHun u
akcnnyatauum Habopa, pPeKoMeHAyeTcs HanpasWTb CO06LieHWe No ajpecy, ykasaHHOMY Bblle, U B
YNONMHOMOUYEHHY0 TOCyfapCTBEHHYI0 peryiupylollyto opraHusauuio (B Poccuiickorr  ®egepaummn -
defepanbHas cnyxba no Haa3opy B cepe 34paBoOXpaHeHus) B COOTBETCTBUM C [elCTBYHOLWUM
3aKOHOLATENbCTBOM.

KoHcynbTauuio no pabote ¢ HA6OPOM, a Takxe Mo BonpocaM, KacawlyMcs KadectBa Habopa, MOXHO
Mo/y4YnTb MO KOHTAKTaM, yKa3aHHbIM Ha ohuLmanibHOM caiite Mpon3BoguTens: www.nextbio.ru.
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12. CMBO/Ibl, NICMNONb3YEMbIE B IOKYMEHTAUMW NMPOU3BOANTENA

REF

LOTI

IVD

a S

Homep no kartanory

Kog naptuu

MeanuuHckoe nsgenne ans
ANarHocTukK in vitro

CofIepXMMOro 0CTaTouHO ANst
MPOBEAEHNS N-KONMYECTBA
TECTOB

O6patntech K MHCTPYKLWK MO
NPUMEHEHNIO

OcTopoxHo! ObpatnTech K
VHCTPYKLMM NO NPUMEHEHUIO
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3rotoButesnb

[ata n3rotosneHus

Wcnonb3oBatb Ao

TemneparypHblii
AnanasoH

He gonyckatb

nonagaHhua CoNHeEYHOro

cBeTa
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IMpoHYMepOBaHo, CKPenneHo 1 NpoLUmMTo
JCa nwcr (a/oB)

FeHepanbHbIin arpekTop O6LyecTsa C
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YTBEPXJAKO

HABEOP PEATEHTOB /19 BbIABNEHWA V1 KONNYECTBEHHOTO
OMNPEJENEHNSA JHK TRICHOMONAS VAGINALIS METOZOM
NONVMEPA3HOW LIEMHOWN PEAKLMW C AETEKLUVEW B PEXWME
«PEAIbHOTO BPEMEHW» «<AMMNIUMPANM® T. VAGINALIS»
MO TY 21.20.23-102-09286667-2020

dopma Bbinycka 1
dopma BbINycka 2
dopma BbInycka 3
Kparkoe pykoBOACTBO Mo NpuMeHeHuo Bepcun 19.02.21

JNCT yTBEPXKAEHMS

COIMMACOBAHO

PykoBoauTenb oTAena paspaboTku Crapwuii cneymanmct no JOKyMeHTaumm
NPON3BOACTBEHHON [JOKYMEHTALMM oTaena pas3paboTky NPOM3BOACTBEHHOIA
000 «HekcTtbno» pokymeHtauumn 000 «HekcTburo»

__M H. T'apae 0. A. Japukosa
/m90r.. ror.”

AvpekTtop {*4HO-NPON3BOLCTBEHHOIO

kommnne»5ab000y~ekcTBuno»

M, E. CeHnHa
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nHekctblO

buoTtexHow wnueo”™as
<omnanms

KpaTkoe pyKoBOACTBO

No NPUMEHEHNIO Habopa peareHToB AN BbIABNEHUA U
KonnuyectBeHHoro onpegenenusa AHK Trichomonas
vaginalis MeTogom nonMmepasHoli LeMHO peakumm ¢
[ieTeKLMei B pexuMe «peanbHoro BpeMeHmu»
«AmnaulMpaim* T. vaginalis»
no TY 21.20.23-102-09286667-2020

«Amnnullpanm® T. vaginalis»
dopma Bbinycka 1

REF P2070-41

000 «HekcTtbuno», Poccust, 111394,

r. Mocksa, yn. MNonumepHas, 4. 8, ctp. 2
« \] Ten. (495) 620-08-73, e-mail: info@nextbio.ru IVD

COCTAB
KomMnoHeHT OnwucaHne 06“71?'\"’ 1 Konnuectso
MNpo3payHas
' XUAKOCT,
MUp-cvecs 7V packanara nop 001 100 npobupok
napaguH
lNpo3pauHas
' 1« KnaKocTtb
MUP-6ythep-K KDACHOIO 1,20 1npobupka
LBeta
Mpo3payuHas
K1 complex XIAIKOCTb 026 1 npobupka
K2 complex rpospatiHas 0,26 1 npo6urpka
XUAKOCTb
lNpo3pauHas
OKO MIKOCTb 110 1 npobupka
MNpo3payHas
K XUIKOCTH 0,26 1 npobupka

Habop peareHToB paccuutaH Ha NPOBEAeHVE MCCnesoBaHUs
100 06pa3uoB, BKIKOHAsH KOHTPOS.
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BHUMAHWE!

Mepeq, NCNONb30BaHNEM Habopa peareHToB
HeobX04MMO O03HAKOMUTLCA C MHCTPYKUMeRn no ero
NpYMeHeHW0. VIHCTPYKUMA pasMeLleHa B 3N1eKTPOHHOM
BMie Ha oduumancHoM caiite  lpowusBoguTens;
www.nextbio.ru (g ee noayvyeHus  Heob6XxofMM
CBOGOAHbIA 6ecnepeboiiHbIii AOCTYN B UHTEPHET).

MATEPWAN ANnAa NCCNEQOBAHWNA
COCKOOHbI/A Matepuan unvM OTAensieMoe CAU3NCTbIX
060/104eK YpPOreHNTaNbLHOTO TpakTa (oTaensemoe
CMM3NCTON 06ONOYKM BraranMiia, COCKo6 anutenus
CO CAM3UCTOM 060M04YKN LEPBMKANLHOTO KaHana K
COCK06 3anuTenns co CAn3nctoi 060104KKN YPeTpsbl);
MoYa;
CEKpET npeacTaTeNbHO Xenesbl.

KOMMNNEKTHOCTb

KomnoHeHT ®opmar

Habop peareHtoB (hopma BbIMycka 1

WHCTpYKUmst No B 3/IEKTPOHHOM BUfE MO aapecy:

NPUMEHEHNIO www.nextbio.ru

Macnopt B 3/1IEKTPOHHOM BUfE MO agpecy;
Kauyectea WWw.nextbio.ru

Kparkoe B ByMavkHOM BUfe
pyKOBOZaBO

Komnnekr

BIIATbILLEN B OyMaXKHOM Buge
XPAHEHUE

Ycnosus xpaHeHus Habopa

2“C .. 8*C
B 3allMLEHHOM OT CBEeTa MecTe



SKCTPAKUMA OAHK n3 NCCNEAYEMOIO MATEPUANA

Ona akctpakumm OHK ncnonb3oBatb Habopbl peareHToB, PEKOMEHAOBaHHble Mpon3BoauTENeM B MHCTPYKLMKX MO
npYMeHeHn0 Habopa «Amnaulpaim™> T. vaginalis». Mopsgok paboTbl ¢ Habopamu Ans akcTpakumm OHK cmoTpute B
WHCTPYKLMN MO X NPUMEHEHWIO.

O6beMbI peareHToB 1 uccnegyemMblx 06pasLoB, UConb3yemble Npu aKCTpakLmm AHK ¢ NOMOLLbI0 peKOMeHIyeMbIX
HabopOoB peareHToB, yKasaHbl BTabnunue Huxe.

J[lobaBnsieMblit peareHT / obpasel,

BKO-FLA 10 mkn B KaXXfyt0 Npobupky

Vccnegyemble o6pasupbl 100 mKn B NPOGVPKM AN nccnegyemMblx 06pasLoB

OKO 100 mKn B Npobupky ana OKO (oTpruartenbHOro KOHTPOsA aKCTpakLumn)
PeareHT gna amouun AHK 100 mKn B KaXyto Npobupky

AMIONNONKALKWA C OETEKLUMEN B PEXUME «PEA/TbHOTO BPEMEHW»

BHUMAHWE! ina BHeceHus B Npobupku peareHTo, npo6 AHK 1 KOHTPONbHbIX 06pa3LoB MCNoNb30BaTh OAHOPA30BbIe
HaKOHEYHWKN C PunbTpamu.

1. Oto6patb HeobxogmMmoe KonnyectBO Npobupok c MUP-cmeceio TV gna amnmmdukaummn OHK wccnegyembix u
KOHTPONbHbIX 06pa3LoB.
2. BHecT B NofroroBneHHble npobupku MLP-6ythep-K 1 o6pasubl cornacHo Tabnuue:

JobaBnsemblii peareHt/o6pasel,
BHectv no 10 mkn

MLP-6ydep-K

BHectn no 10 mkn

B Npo6upku ¢ MUP-cmeckio TV Ha NOBEPXHOCTL NapagmHa
BH/MAHWME! NUP-6ythep-K He fomkeH NpoBaimBaTbCA Nnof napagmH.

BHVMAHWE! N36eratb nonagaHuna copbeHta B peakunMoHHYH0 CMECh.

Mpo6bl AHK, skcTparmpoBaHHoi 13

MCCIEyeMOro 06pasLia B MPOGUPKM AN NCCNEAYEeMbIX 06pa3LoB

Mpo6bl, 3KCTparmpoBaHHoi 13 OKO B Npobupky 4n1a obpasua OK (oTpruatenbHOro KOHTPONS aKCTpakLumm)
PeareHr K- B Npo6upky Ana obpasua K-(otpuuarensHoro KoHtpons MUP)

K2 complex (npv npoBegeHn

KayeCTBEHHOTO 1 KONMYECTBEHHOTO B Npobupky Ana obpasua K2

aHamsa)

K1 complex (npv npoBefeHnM TONbKO

KO/IMYEeCTBEHHOT0 aHaN3a) B Npobupky Anst 0bpasua Kl

3. MMpn py4yHOM aHaM3e 3anporpaMmMmpoBaTb aMMAMMUKATOP C CUCTEMOI AETEKLMN B PEXMME «PealbHOr0 BPEMEHMU»
COrNaCcHO VHCTPYKLMM MO ero NPYMEHEHWIO ANS BbINONHEHWS CNefytoLLeid Nporpammbl:

EqvHas nporpamma amnamdukauum v 4eTekumm GpryopecLeHTHOro curHana

Lk Temneparypa, X Bpews [leTekums no kaHanam ans KonnyecTso
’ thnyopoctopoB LUMKNOB
1 50 15 MUH - 1
2 95 15 MuH - 1
3 9% tOc - 45
60 2c FAM, R6GM

ABKO-FL BX0auT B cocTaB Habopa peareHToB, peKkoMeHLoBaHHOro Mponssogutenem gns akcTpakuyun AHK n3 nccnegyemoro matepuana.
Aletekumus curHana gna dgayopogopa RE6G ocyliecTBasieTcss N0 KaHany AeTeKummn Aaa aHanornyHbix gayopodopos HEX, JOE, Yellow, VIC.
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Npvivevanns

1) PekomeHayeMble napameTpbl 4as NporpaMMUMpOBaHUs amnaMmMKaTopoB ykasaHbl BO BKiafbllle, npuaaraemMomM K
Habopy.

2) Bcnyyae, ecnm BOAHOM Nprbope 04HOBPEMEHHO NPOBOAATCA TECTbI TONLKO AN BbisBAeHUA OHK, MOXHO yganuTb 13
yKa3aHHoi nporpamMmbl nepablid war (50 X -15 MWH) 4151 SKOHOMWUU BPEMEHN.

BHUMAHWE! Mpu ncnonb3oBaHuM nporpaMMHoro otecnedveHnsi PRT Manager nporpammupoBaHue amnamguuaropa
ycTaHaB/NMBaeTCA aBTOMAaTUYECKM.

4. YcTaHOBWUTb NPOBUPKN B IUENKM peakUMOHHOro Moaynst npubopa.
MpumeyaHue - PekomeHayeTcsi nepef NOCTaHOBKON B amMMnMUKaTop NAAHLIETHOro TMna OcafuTb Kamium CO CTEHOK
NpoBMpPOK Ha BOpTEKCE.

5. 3anycTuTb BbINOAHEHME NPOrpamMMbl aMnUGUKaLMK € AeTeKUMER (hyopecLeHTHOrO CUrHana CornacHo MHCTPYKUMM
Mo NPUMEHEHMIO UCTONL3YEMOT0 amnMgmKaTopa.

AHANN3, BbIYNCNEHVE N MHTEPMPETALUWA PE3Y/IbTATOB

BH/AMAHWE! Mpyu pydyHoM aHasim3e 06paboTKy AaHHbIX ((DNyopecueHTHbIX KPUBbLIX), MOAYYEHHbIX B MPOrpamMmmMHOM
obecneyeHun npubopa, ucnonb3yemoro ansa npoefeHus TMUP c geTekuueid B pexmme «peanbHOro BPEMEHWUy,
NPOBOAUTL COMMACHO MHCTPYKLUW MO €ro NPUMEHeHU0. PekoMeHyemble napameTpbl 415 06paboTku faHHbIX YKa3aHb!
BO BK/afblLLe, npunaraemom K Habopy.

AHanus, BblYMCNEHUE Y UHTEPNPETaLMIO Pe3yNbTaToB MOXHO NPOBOAUT:

- B Ka4yeCTBEHHOM W KOAMYECTBEHHOM (opMare B aBTOMATMYECKOM peXxuMe C WCMoNb30BaHMEM MPOrpaMMHOro
obecneveHnss FRT Manager (OO0 «MHTepNlabCepBuc», Poccus) cornacHo PyKOBOACTBY MNONb30BaTeNsi, Bblopas
METOAUKY, YKa3aHHyi0 BO BKnadbllle, NpuiaraeMom K Habopy. PykoBOACTBO nonb3oBarens pasMeELLEHO Ha
otmumansHom caiite 000 «MHTep/lab6Cepsuc» no agpecy: https.//www.interlabservice.ru/service/frt/;

- & KaueCTBEHHOM hopmare B Py4HOM pexume C NOMOLLBI0 NPorpaMMHOro obecreveHust npubopa, UCnoab3yemoro Ans
nposefeHust TIUP ¢ getekumeli B pexuMe «peanbHOro BpPeMeHW», COrMacHO WHCTPYKUUK MO ero NpUMEHEHUo U
VHCTPYKUMK K Habopy.

& 000 LUPMH [ INFO@CIRMLRU @ WWW.GOSZDRAVNADZOR RU
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KpaTkoe pyKoOBOACTBO

MO NpMMEHEHNI0 Habopa peareHToB 4151 BbISABAEHUS U
KonmuecTBeHHoro onpegeneHus AHK Trichomonas
vaginalis MeTofom nonMMepasHoii LenHol peakumm ¢
JeTeKUumneld B pexvmMe «peabHOro BpeMeHu»
«Amnnulpaim® T. vaginalis»
no TY 21.20.23-102-09286667-2020

«Amnnulpanv® T. vaginalis»
®opma Bbinycka 2

REF 2070-42

000 «HekcTbumo», Poccus, 111394,
r. Mocksa, yn. MommmepHas, 4. 8, c1p. 2 |VD
Ten. (495) 620-08-73, e-mail; info@nextbio.ru

COCTAB
KOMMOHeHT OnucaHve O%’ﬁM’ Konnuectso
' lNpo3spayHas
MUP-cvecsTY IATKOCTb 120  1lnpobupka
. ! lNpo3payHasn
MLP-6ydep-H IIKOCTb 065  1npobupka
K1 complex )T(ﬁz?(%%::aﬂ 026  1npobupka
K2 complex )T(m%%::aﬂ 026  1npobupka
lNpo3spayuHas
OKO IATKOCTb 110  1npobupka
lNpo3spayHas
K IATKOCTb 026  1npobupka

Habop peareHToB paccunTaH Ha NpoBeeHe UCCNen0BaHns
100 06pa3LoB, BKIKHAA KOHTPOMN.

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

BHUMAHWE!

Mepes NCMNOb30BaHNEM Habopa peareHToB
HEeo6X0AMMO O03HAKOMUTLCS C WHCTPYKUMEN MO ero
npuMeHeHnto. VIHCTpYKLMs pasmelleHa B 3MEKTPOHHOM
BUAE Ha oduumansHom  caiite  MpousBoguTens:
www.nextbio.ru {gns ee MnofyvyeHuss Heobxoaum
CBO6OHbLIN 6ecnepeboiiHbIii AOCTYN B UHTEPHET).

MATEPWAN AnAa NCCNELOBAHNA
COCKOOHbI Matepuan uan OoTAensiemMoe CAU3UCTbIX
060/104eK ypOreHuTaNbHOro Tpakta (oTaensemoe
CNU3NCTOM 060M0YKN Bharanulla, cockob anutenvs
CO CNM3MCTON 0B0NOYKM LiepBUKAIbHOTO KaHana M
COCKOO 3MmMTeNnnsa co CAM3NCTOM 060104KMN YPeTpsl);
MoYa;

V' ceKkpeT npeacTarenbHol Xenesbl.

KOMMNEKTHOCTb
KoMnoHeHT ®opmar
Habop peareHToB (hopma BbInycka 2

WHcTpyKuma no
MPYIMEHEHNIIO

B 3MIEKTPOHHOM Bu/ie MO afpecy:
www.nextbio.ru
B 3MIEKTPOHHOM Bufie MO aIpecy:

Macnopr Kavecrsa WwWw.nextbio.ru

TKOE
mso,qcmo B BymaxHOM Blye
Komnnekr
BKIa/bILLIeY B GymaHOM Blae
XPAHEHUNE

YcnoBus xpaHeHusi Habopa

2 X ..8"C
B 3allMLLEHHOM OT CBeTa MecTe



SKCTPAKLMA AHK n3 NCCIEAYEMOIO MATEPUANA

Ana akctpakumm OHK mncnonb3oBatb Habopbl peareHToB, PeKoMeH4OBaHHble Mpon3BoguTeNneM B UHCTPYKLMK MO
NpMMeHeHU0 Habopa «Amnaulpaiim™ T. vaginalis». Mopsagok pa6otbl ¢ Habopamu ans akcTpakumn AHK cmotpute B

VHCTPYKLMM MO VX NPUMEHEHUIO.
OGbeMbI peareHToB 1 UccnedyeMblix 06pasLoB, 1CMonb3yeMble Npu aKCTpaKumm AHK ¢ NOMOLLbI0 pEKOMEHyeMbIX

Ha60pOB peareHToB, yKa3aHbl BTabNMUe Hmxe.

J[lobaBnsiemblii peareHT / obpasel|

BKO-FLN 10 MKn B KaXXayto npobupky

Wccnegyemble 06pasupl 100 mKn B NPOBMPKM 41 uccnegyembix 06pasLoB

OKO 100 mKn B Npo6upky ans OKO (oTpuuatensHOro KOHTPONst 3KCTpaKLmm)
PeareHt gna antoumn JHK 100 MKn B KaKayto Npo6umpky

AMNNINOUKALWA C OETEKUMEWN B PEXUME «PEANIBHOITO BPEMEHW»

BHUMAHWE! Ans BHeceHns B Npobupku peareHtos, npob AHK 1 KOHTpONbHbLIX 06pas3LoB UCM0IbL30BaTh OAHOPA30BbIe
HaKOHEYHMKM C PUNbTpamu.

1. Paccuntartb 06beMbI peareHToB, HE06X0ANMbIE A/ MPUTOTOB/EHNS PEaKLMOHHO CMECH, COrNacHo TabnLe:

KOMMNOHEHT peakLMOHHOI cMecK 06bem, MK/ 0603HauYeHuns
MLpP-cmech TV 100*(N+1) N - «KonnuectBO amnAMdULMPYyeMblx 06pasLoB,
MLP-6ytep-H 5,0%(N+1) BK/lOYaA KOHTPO/N

BHMUMAHWE! KoMMOHEHTbI peaKLMOHHON CMecy cneayeT CMeLLBaTb HENMocpeacTBEHHO nepes npoBeaeHmem [LP.

BHMMAHWE! Bcnyyae npuroToBneHns peakLUMoHHOM CMECU C MOMOLLbIO aBTOMATUYECKO CTaHLMK CneayinTe yKasaHMsam
WHCTPYKLMW NO ee NCMo/b30BaHuIo.

2. lNepes cMeLUMBaHMEM peareHToB nepemeLlars Cofepxumoe npobupok ¢ MNLUP-cmecboTY n MNLP-6ythepom-H, ocaanTts

Kanam Ha BOpTeKCe.

3. MpurotoBMTHL pEaKLMOHHYIO CMECh B OTAENbHON NPobupke, [06aBNB KOMNOHEHTLI B 06beMax, paccuuraHHbIx B n. 1
MepeMeLlath CMeCb 1 0CaAUThL Kanau Ha BOpTEKCE.

4. Oto6patb He0bX0AMMOE KOMYECTBO NMPOBMPOK MK cTpUNoB Ana amnandukaumm JHK ncenegyembix v KOHTPONbHbIX
006pasLoB.

5. BHeCTV B NOArOTOB/NEHHbIE NPOOUPKY PeaKLMOHHYI0 CMeCh 1 06pasLbl CornacHo Tabnuue:

[o6aBnsemslii peareHt/ obpasel,

BHectu no 15 mkn
MpUroToBNEHHOI peakLMOHHON cMecu B NPO6UPKN ANst MccneflyeMbiX U KOHTPO/bHbIX 06pasLoB

BHectv no 10 mKn
BHUMAHWE! 36eratb nonagaHns copbeHTa B peakyMoHHYH CMECh.

Mpo6bbl [OHK, 3KcTparMpoBaHHON 13

nccnegyemoro obpasua

Mpo6bl, aKcTparmposaHHoii 13 OKO B Npobupky ana obpasua OKO (oTpuuatensHoro KOHTPOns aKCTpakLmm)

PeareHrt K- B NMPo6upkKy ana obpasua K- (otpmuarensHoro koHtpons MUp)

K2  complex (npwm npoBeaeHnn

MayecTBEHHOTO W  KOAMYECTBEHHOro B Npo6upky Ana obpasua K2

aHanmsa)

K1 complex (npu npoBegeHWn TO/NbKO

KO/IMYeCTBEHHOTIO aHanM3a)

B NPOGUPKK ANa uccnefyemMbix 06pasLoB

B Npobupky Ana obpasua Kl

BHMMAHWE! Hencnonb3oBaHHbIE OCTaTKM peakUMOHHON CMECU XpaHEHUIO He NOANexar.

~BKO-FL BX0AWT B cOCTaB Habopa peareHToB, peKoMeH0BaHHOro Mpoun3BognTtenem ans akcTpakummn JHK us nccnegyemoro matepumana.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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6. NMpU Py4yHOM aHaM3e 3anporpamMmMm1pPOBaTb aMMINPUKATOP C CUCTEMOIA ETEKLMM B PEXUME «PeaNbHOT0 BpeMeH»
COrNaCHO MHCTPYKLMM MO ero NpYMEHeHI0 A1 BbINONHEHWUS CefytoLLEen Nporpammbl:

EavHas nporpamma aMmnamdukaumum n aetekuum hayopecLeHTHoOro curHana

1
Lukn  Temneparypa, Bpews ﬂeTe";”n’;o”;’O;i“pao”:‘M ald KO:;:;S;BO
1 50 15 MuH . 1
2 95 15 MuH : 1
3 95 tOc - 45
60 20c FAM, R6G*
MpumeyaHua

1) PekoMeHyeMble napamMeTpbl Ans NPOrpaMMMpoBaHna aMnIMPUKATOPOB yKasaHbl BO BKiadbllle, npuiaraemMom K
Habopy.

2) Bcnyyae, ecnv B OLHOM Nnprbope OAHOBPEMEHHO MPOBOAATCH Teabl TONbKO A5 BbisaBneHua JHK, MOXHO yfanuTb 13
yKasaHHoW nporpammbl nepsbli war (50 "C-15 MWH) 418 3KOHOMUW BPEMEHM.

BHUMAHWE! Mpu ucnonsb3oBaHuy nporpammHoro obecnedyeHust FRT Manager nporpammupoBaHie amnagukaropa
ycTaHaBnMBaeTCs aBTOMaTUYECKN.

7. YCTaHOBWTb NPOBUPKM UMK CTPUMbI B IUEiKM peakLyOHHOTo Moayns npuéopa.
MpumeyaHne - PekomeHayeTcsi nepej MOCTaHOBKOW B amMMAM(UKATOP MAaHLLETHOTO Thna OCafuTb Kamau co CTEHOK
NPo6UPOK Ha BOpTEKCE.

8. 3anyctuTb BbINOMHEHVe NPOrpaMMbl aMMINGUKALMK C AeTeKLMel (hnyopecLleHTHOro CUrHana CornacHo UHCTPYKLMK
Mo NPVYMEHEHI0 NCNONb3YeMOoro amnangukatopa.

AHANN3, BbIYUCNEHWE N NHTEPNPETALA PE3Y/NIbTATOB

BHUMAHWE! Mpn pyyHoM aHanm3e o6paboTKy AaHHbIX ((PyOpecUeHTHbIX KPWBbIX), MOMYYEHHbIX B MPOrpamMMHOM
obecrieuyeHnn npubopa, Mcnonbyemoro ana nposegeHus TLUP ¢ feTekuuein B pexume «peanbHOro BPEMEHWy,
NPOBOAUTbL COMNACcHO MHCTPYKLMK MO €ero NPUMeHEHWI0. PekoMeHyeMble napamMeTpbl 4N 06paboTKu AaHHbIX YKa3aHbl
BO BKIajbllLe, npunaraeMoM K Habopy.

AHaIn3, BblYMCIEHVE Y UHTEPMPETALMIO PE3YNILTATOB MOXHO MPOBOAUT:

=B KauyeCTBEHHOM W KO/NMYECTBEHHOM (hopmare B aBTOMATMYECKOM pPeXxume C WUCMOoMb30BaHWEM MpPOorpamMMHOro
o6ecneveHuns FRT Manager (OO0 «MHTepflabCepsucy», Poccust) cornacHo PyKOBOACTBY MO/b30BAaTENs, BbIOpaB METOAMKY,
yKasaHHyl0 BO BKNafpllle, npuiaraemMom K Habopy. PYyKOBOACTBO MOMb30BaTeNsi pasMelleHo Ha ouumanbHOM caiite
000 «MHTepNabCepsucy» no agpecy: https://www.interlabservice.ru/service/frt/;

- B KAYeCTBEHHOM (hopmaTte B pyYHOM pexuMe C MOMOLLbI0 MPOrpamMmMHOro obecreyeHns npuéopa, UCrnoib3yemoro
ana npoeefeHus MUP ¢ getekumell B peXxume «peabHOr0 BPEMEHW», COrMacHO MHCTPYKLMU NO ero NPUMEHEHUIO 1
VHCTPYKUMK K Habopy.

Aletekuusi curHana ansa gnyopodopa R6G ocylecTBAsSETCS N0 KaHany geTekuumn 4s aHanornyHeix hayopogopos HEX, JOE, Yellow, VIC.

& 000 LHPMY (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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MHekcTtbMO

KOMNaHuA

Innmﬂpaﬁm

KpaTkoe pyKoBOACTBO

MO NpyMeHEHMIO Habopa peareHToB A48 BbIABNEHUA U
KonnyectBeHHoro onpegeneHunsa AHK Trichomonas
vaginalis MeTo0M NOAMMepPa3HOIA LieNHON peakumn ¢
AeTeKUMEN B pexnMe «peanbHOro BpeMeHm»
«Amnaulpainm® T. vaginalis»
no TY 21.20.23-102-09286667-2020

«AMnnulipainm® T. vaginalis»

®opma Bbinycka 3

REF P2070-43

000 «HekcTbuno», Poccust, 111394,
r. Mocksa, yn. MNonumepHas, 4. 8, cTp. 2

« Ten. (495) 620-08-73, e-mail: info(®nexthio.ru IVD
coaAs
1
KOMMOHEeHT OnucaHve 06“71?'\”’ Konnuectso
[Npo3payHas
)KE,ELKF())CTb 100 npobmpok
MUP-cmeckTY CKaaHA 0,01 (12,5 crpunos
ﬁﬁ 1 H no 8 npobupok)™
lNpo3pauHas
MLP-Gythep-K m;‘c"f(;g’ 1,20 1 npo6upKa
uBeta
K1 complex )EEZT’(%%:E% 026 1 npobupka
K2 complex Qﬁzi%i::aﬂ 0,26 1npobupka
OKO Qﬁz‘:’(%%::aﬂ 110 1 npobupka
K )T(ﬂzi%%::aﬂ 026 1 npo6upka

Habop peareHToB paccuMtaH Ha MPOBEEHME UCCNe0BaHNS
100 06pasLoB, BKIKOHAS KOHTPOAM.

ATINOBUNKK ¢ TONVAKIM NAnAUHOM He UCM0NLIVINTCS.

& 000 LUPMIU [27) INFO@CIRMIRU & WWW.60SZDRAVNADZOR.RU
Bepcust 19.02.21

BHUMAHMWE!
Mepeg 1CNonb30BaHNEM Habopa peareHToB
HeobXx0AMMO 03HAKOMMUTLCA C WHCTPYKUMEd no ero
MPYMeHeHNI0. VIHCTPYKLMS pasMeLLeHa B 31EKTPOHHOM
BMge Ha oduuMancHom caiite  [pou3ssogutens;
www.nextbio.ru (gns  ee nonyvyeHus  HeobXxo4UM
CB0OOOAHbIN 6ecnepeboiiHblii AOCTYN B UHTEPHET).

MATEPWAN ANA NWCCNELOBAHNA
COCKOGHbIVi MaTtepuan unu oTaensiemMoe CAM3UCTbIX
060N104YeK YyporeHWTanbHOro Tpakta (oTAensemoe
cAm3uctoii 060104KN Bnaranmuia, cockob anutenms
CO CNM3MCTO 060N0YKM LEEPBUKANBHOIO KaHana u
COCKO6 anutenns co cAm3ncToii 060M104KK YpeTpsbl);
Moua;

V' cekperT npejcTatenbHol Xenesbl.

KOMMNNEKTHOCTb

KomnoHeHT dopmar
Habop
peareHToB thopma Bbinycka 3
WHcTpykums no B3MIEKTPOHHOM BYfe MO afpecy.
NPUMEHEHNIO www.nextbio.ru
Macnopr 8371eKTPOHHOM B MO aZPeCy;
KauectBa Www.nextbio.ru
Kparkoe
PYKOBOZCTBO B BymMavkHOM BUde
Komrnekt
BKIAbILLIEN B GyMabkHOM Buae
XPAHEHWE

YCnoBus XxpaHeHus Habopa

2'C..8C
B 3alLMLEHHOM OT CBeTa MecTe



f SKCTPAKLUMA AHK N3 NCCNEAYEMOIO MATEPUANA

Ans skctpakumm OHK ucnonb3oBatb Habopbl peareHToB, PeKOMeHAOBaHHble MPOM3BOAUTENEM B WHCTPYKUUN MO
npuMeHeHuo Habopa «Amnaulpaiim™* T. vaginalis». MNMopsagok pa6otel ¢ Habopamu ana akcTpakuun AHK cmotpute B
WHCTPYKLMW MO WX NPUMEHEHWIO.

O6beMbl peareHToB W uccnegyemMblx 06pasLos, UCnob3yemMble npy akcTpakumn AHK ¢ noMoLblo peKoMeHayeMbIX
HabopoB peareHToB, yKka3aHbl BTabnmue HUxe.

Job6aBnsiemblii peareHT / obpasel,

BKO-FL" 10 mkn B KaXXyt0 Npo6upky

Vccneayemele 06pasupl 100 mKn B NPOGUpPKKN 4nA nccnegyemMbix 06pasLoB

OKO 100 mKn B Npobupky ans OKO (oTpuuaTensHOro KOHTPOAs aKCcTpakLuum)
PeareHt gna antouun JHK 100 mkn B KaXKayto Npo6umpky

AMITINONKALKMA CAETEKLUWEN B PEXWME «PEAJIBHOTO BPEMEHW»

BHUMAHWE! Ans BHeceHus B NpobupKu peareHTos, Npob AHK 1 KOHTPOonbHbIX 06pa3uLoB 1cnonb3oBaTb 04HOpPa30BbIe
HaKOHEUYHWKMN € hunbTpamm.

1. Oto6patb HEO6XOAMMOE KOAMYECTBO CTPMNOBaHHbIX Npobupok ¢ MUP-cmecbto TV gna amnamgukaymm OHK
nccnegyemMblx Y KOHTPONbHbIX 06pa3LoB.
2. BHecT B NogrotoBneHHble npobupku MLP-6ygep-K 1 06pasubl cornacHo Tabauue:

Jlo6aBnsiemsblii peareHT / obpasel|

BHectn no 10 mkn
MLP-6ydep-K B Npo6upkm ¢ MNLP-cmeckto TV Ha NOBEPXHOCTL NapaduHa
BH/MAHME! NUP-6yhep-K He fomxkeH npoBanneartbca noj napaguH.
BHectn no 10 MKn
BHUMAHMWE! N36eratb nonagaHus copbeHTta B peakLnOHHY CMECh.

Mpo6bl AHK, aKkcTparmpoBaHHOA 13

MCCNeyeMOro 06paslia B NPOGUPKM Ans UCCnefyeMbix 06pasLoB

Mpobbl, skcTparnpoBaHHo 13 OKO B Npo6upKy An1a obpasua OK (oTpuuatesbHOro KOHTPOAS 3KCTpakLmn)
PeareHT K- B npobupky ana obpasua K-(otpuuarensHoro koHtponsa MLP)

K2 complex (npu nposegeHnm

Ha4YeCTBEHHOTO M KOAMYECTBEHHOTO B Npobupky Ans obpasua K2

aHanm3a)

K1 complex (npun npoBeAeHNN TONbKO

B NpoOMpPKY Ang obpasua Kl
KONMYECTBEHHOI0 aHan3a) POGUPKY A pasy

3. lpy py4yHOM aHanM3e 3anporpaMMUpoBaTh aMnIUGUKaToOp C CUCTEMOI AeTeKLUN B pexmme «peanbHoOro BpeMeHW»
COMNAaCHO UHCTPYKLMM MO ero NPUMEHEHMNIO AN BbINONHEHUS CleayoLeil Nporpammbi:

EamHas nporpamma amnandukauum n jetekunm gpayopecyeHTHoro curHana

Lk Temneparypa, *C ¥ Bpewms JeTtekumsa no kaHanam ans Konuuectso
thnyopogopos LUWKNOB
1 50 15 MuH - 1
2 95 15 MuH - 1
95 0 ¢ -
° 60 20c FAM, ReGM 45

2BKO-FL BxoguT B cocTaB Habopa peareHToB, pekoMeHAoBaHHoro Mpoussogutenem Ana akctpakyum AHK n3 nccnegyemoro matepuana.
*[leTekunsa curHana gna gayopodopa R6G ocywectBnsieTca no kaHany Aetekymm Ans aHanornyHbix gnyopocgopos HEX, JOE, Yellow, VIC.

000 LHPMH [ INFO@CIRMIRU € WWW G0SZDRAVNADZOR RU
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| imvesaHns

ijPekomeHfyemble napameTpbl AN NporpamMmmupoBaHvsa amnaMprkaTopoB ykasaHbl BO BKiafbllle, npuiaraeMomM K
Habopy.
2 Bcnyyae, ecnn B 04HOM npubope 04HOBPEMEHHO MPOBOAATCA TECTbI TONLKO A8 BbiABNeHns OHK, MOXHO yganutb
3 yKazaHHoI nporpamMbl nepsblid war (50 “C-15 MuH) Ans 3KOHOMUW BPEMEHW.

BHVMAHWE! Mpu ncnonb3oBaHuu nporpaMmHoro obecneveHnss FRT Manager nporpamMmupoBaHue amnaugukaropa
ycTaHaBMBaeTCa aBTOMaTNYeCKu.

4. YCTaHOBUTb CTPWMbI B IYEKM peaKLMOHHOro Modynst npuéopa.
MprmevaHve - PekomeHayeTcsi nepef NOCTaHOBKOW B amMnaM(uKaTop NAAHLIETHOro TMna 0CafWTb Kamnim CO CTeHOK

NPO6MPOK Ha BOPTEKCE.
5. 3anyctutb BbINONHEHWE NporpaMMbl aMnauuKaunm ¢ jetekumeid GpayopecLeHTHOro curHana cornacHo MHCTPYKLMK
no NPUMEHEHNI0 UCNOb3yeMOro amnagpukaTopa.

AHANNZ, BBIYNCNEHWNE N MHTEPMNPETALWA PE3Y/IbTATOB

BHVMAHWE! TMpu pydyHoM aHanu3e o6paboTKy AaHHbIX ((hNyopecLeHTHbIX KPWBbIX), NONYYEHHbIX B NPOrpamMmmMHOM
obecneueHuy npubopa, UCnonb3yemoro Ans nposefeHus TMLP ¢ getekumeid B pexumMe «peanbHOro BpeMeHW»,
NPOBOAWTL COrNacHO MHCTPYKL MK N0 ero npuMeHeHut0. PekomMeHLyemble napameTpbl 415 06paboTky AaHHbIX YKa3aHbl
BO BK/ajbllle, NpunaraeMom K Habopy.

AHanus, BblUMCNIEHUE N UHTEPNPETALUI0 Pe3ynbTaToB MOXHO NPOBOAMUTL:

- B KayeCTBEHHOM W KOMMYECTBEHHOM (hopmMate B aBTOMATUYECKOM pPEeXuMMe C UCMOoNb30BaHWEM MPOrpaMmHOro

obecneyeHnss FRT Manager (000 «W/HTepfla6CepBuc», Poccusd) cornacHoO PyKOBOACTBY Mo/Ab3oBarensi, Bblbpas

MEeTOAMKY, YKasaHHyl0 BO BKnafpllle, npunaraeMom K Habopy. PykoBoACTBO Nonb3oBaTens pasMelleHo Ha
oduymansHoMm calite 000 «MHTep/lab6Cepsucy no agpecy: https://www.interlabservice.ru/service/frt/;

- B KQYECTBEHHOM (hopmare B py4HOM pexuMme C NMOMOLLbI0 NporpamMmMHoro obecneyeHus npubopa, Mcnonb3yemoro s

nposefenus MLP ¢ getekuneil B pexume «peafbHOro BPEMEHW», COrMacHO WHCTPYKUMW M0 ero MpUMEHEHUIo U

VHCTPYKLMK K Habopy.
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