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CMUCOK COKPALLEHUI N OBO3HAYEHUIA

B HacTosAwel MHCTPYKLUMN UCMONb3YIOTCS Cneayowmne cokpaweHus u 0603HauyeHuns:

nup - nosinMepasHas uenHas peakuus

JIKO - nabopaTopHbIli KOHTPOJbHbIV 06pasey
1B - VWHTepdepupyowme BeLlecTBa

OHK - [e30KCcMpuboHyKIeMHOBas KMCI0Ta

BK - BHYTPEHHWWN KOHTPOJb

K+ - MOJIOXWUTENbHbIA KOHTPOJIbHbLIN 06pasey
K- - OTpuUUATENbHbIA KOHTPOJbHbIM 06pasey
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1 nNPEAHASHAYEHHOE NPUMEHEHMUE
1.1 MonHoe HamMmeHoBaHue Habopa peareHToB: Habop peareHToB Ansa BbiseBneHms [QHK

Ureaplasma urealyticum w Ureaplasma parvum, Mycoplasma genitalium, Chlamydia
trachomatis metogom MNUP B pexume peanbHoro BpemeHn (UMC Komnnekc), ganee no
TeKCTy — Habop peareHToB.

1.2 Ha3HayeHue: Habop peareHTOB npeaHasHadeH 475 OAHOBPEMEHHOro BbissBneHus OHK
Ureaplasma urealyticum w Ureaplasma parvum, Mycoplasma genitalium, Chlamydia
trachomatis B bunonornyeckoM MmaTtepuane 4yenoseka (Mo4ya, COCKObGblI anuUTenManbHbIX
KJIETOK U3 YPOreHMTanbHOro Tpakta) Mmetogom lMLUP B pexnme peanbHOro BpeEMeHMU.

1.3 OyHKUMOHaNIbHOE Ha3HadeHune: guarHoctuka in vitro.

1.4 MokasaHma K MNpOBEAEHMIO aHanusa: CUMMNTOMbl  WMHMEKUMOHHOro 3abonesa-
HMS YPOreHUTanbHOro TpakTa. NpoTMBONOKa3aHMi K NPUMEHEHMUIO HET.

1.5 MonynsumMoHHble N aemorpaduyeckne acnekTbl: NpuMeHeHuMe Habopa peareHToB He
3aBUCUT OT MONYJSALMOHHbIX U AeMorpadmnyecknx acnekToB.

1.6 O6bnacte npuMeHeHusi: Habop peareHTOB MOXeT ObiTb WMCNOMb30BaH B KAWHWUKO-
AnarHocTnyecknx nabopatopmsax MeauLMHCKNX yUupexxaeHWn.

1.7 MoTeHUuManbHbIE MOMBb30BATENN: KBaNN@ULUMPOBaHHbLIN NEepCcoHan, oby4yeHHbI MeToAaM
MOJIEKY/IIPHON AMArHOCTUKM U MpaBuiiaMm paboTbl B KIMHUKO-AMArHOCTMYECKON nabo-
paTopun.

1.8 MpuMeHATb Habop peareHToOB CTPOro NO Ha3Ha4YeHWU COrnacHo AaHHOWM MHCTPYKUWK MO

NPUMEHEHMUIO.
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R1-P113-S3/9, dhacoBka S, CTpUnbI

1.Habop peareHToB B COCTaBe:

HoMunHanbHbIN

HanMeHoBaHue o Konnyectso .
BHewHni Bnpg, 06BbEM
KOMIMOHEHTOB npobupok
KOMMOHEHTA
Mpo3spayvHas 6ecuseTHas
CMmecb aAns amMnandukaumm, posp H 12 cTtpunos
3anevyataHHas napaduHom HUAKOCTE oA rno 8 npobupok no 20 mKn
BOCKOO6pa3HbIM 6eNnbiM CNnoem P P
Mpo3spayHas 6ecuseTHas
PactBop Tag-nonumepassl posp H 2 npobunpku no 500 mkn
XNAKOCTb
Mpo3payHas 6ecuBeTHas
MunHepanbHoe Macno BA3Kas MacnisHUCTas 2 npobupku rno 1,0 mn
XNOKOCTb
MonoxutenbHbl Mpo3payvHasa 6ecueTHas
o posp H 1 npobupka 130 mkn
KOHTPO/IbHbIN 06pasel XNAKOCTb
KpbIWwKk® A4na ctpmnos 12 wr.

2. Bknagbiw - 1 3k3.

3. MHCTpYyKUMA Mo npuMeHeHnio! — 1 3K3.

4. MacnopT — 1 2K3.

R1-P113-23/9, chacoBka S, npo6bupkmu

1. Habop peareHTOB B COCTaBe:

HoMuHanbHbIN

HanmeHoBaHue o Konunuyectso i
BHelwHn BuAa 06BbEM
KOMMOHEHTOB npobunpok
KOMMNOHEHTA
Mpo3payHas 6ecuBeTHas
CMecb gnsa amnnmdukaumm,
XXNAKOCTb NoA 96 npobupok rno 20 Mkn
3anevyataHHasa napaduHoM
BOCKOO6pa3HbIM 6enbiM cnoem
Mpo3payHas 6ecuBeTHas
PactBop Tag-nonumepassl posp H 2 npobupku rno 500 mkn
XKNAKOCTb
Mpo3payHas 6ecuBeTHas
MwnHepanbHoe Macno BA3Kasa MacnsaHuUcTas 2 npobupku no 1,0 mn
XNOKOCTb
MonoxutenbHbl Mpo3payHas 6ecuBeTHas
posp H 1 npobupka 130 mkn

KOHTpPOJIbHbIN 06pa3el,

XNAKOCTb

2. Bknagbiw - 1 k3.

3. IHCTpYyKUMS MO NMPpUMEHeHunto — 1 3k3.

4. MacnopT — 1 2K3.

R1-P113-UA/9, dhacoeka U

Habop peareHToB B COCTaBe:

HanmeHoBaHue
KOMMOHEHTOB

BHewHu Bua

KonunyecTtso
npobunpok

HoMunHanbHbIN
06BbEM
KOMMOHEHTA

1 - MHCTpYKUMSI MO NPUMEHEHUI0 Habopa peareHToB, BKAaAbiWl M MAcnoOpT MOXET MNpeaoCTaBnATbCS
3aKa3uyunKy Ha 6yMa>KHOM/3NEeKTPOHHOM HOCUTESIE UM Ha YKa3aHHOM calTe U3roToBUTeENs.
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Cmecb ans aMnangukaumm Mpospaunasi xuakoctk cnaco- 1 npobupka 600 mMkn
pO30BOro LuBeTa

Monnmepasa TexHoTaq MAX MpospauHas becusetHas 1 npobupka 30 MKn
BA3Kas XWAKOCTb

) Mpo3payHas 6ecuBeTHas

MNnupP-6ydep SKUZKOCTb 1 npobupka 600 mkn

I'Iono>|<MTenb|U-|b|M Mpo3payHas becuBeTHas 1 npo6upka 130 MK

KOHTPOJ/ibHbIN 06pasel XXUAKOCTb

2. Bknagbiw - 1 3k3.

3. HCTpYyKUMS MO NMPpUMEHeHunto — 1 3k3.

4. MacnopT - 1 2K3.

Bce KOMMOHEHTbI Ha6opa peareHToB rotoBbl K TMNPpUMEHEHUIO U HE TDEGYI-OT

OOMONHNTENbHOM NOAFOTOBKN K pa60Te.

2.2 KonnyectBo aHanmanpyembix o6pasuos

Habop peareHToB npeaHasHayeH A8 OAHOKPATHOrOo MPUMMEHEHUS W paccyMTaH Ha
96 onpeneneHnin, YTo COOTBETCTBYET WCCAedoBaHUIO He 6onee 94 Hem3BeCTHbIX 006pasuoB,
oTpMUaTENbHOr0 KOHTPONbHOrO 06pasua n NOA0XUTENbHONO KOHTPOAbHOro obpasua.

Habop peareHToB B ¢acoBke U paccuutaH Ha rnpoBeaeHune 96 onpeaeneHuii npu
YyCNOBMKW MOCTaHOBKM He MeHee 5 o6pa3uoB B O4HOM uccnegoBaHum (3 HemM3BeCTHbiX obpasua,

MONOXUTENbHbIA N OTPpULATENbHbIA KOHTPOJIbHbIE 06pa3ubl).

2.3 MpunHuun MeToaa

Metoa: lNonuMmepasHas uenHasa peakuuns (MUP) ¢ getekumen pesynbTaTtoB: B pexuMe
peasibHOro BPEMEHW; MYNbTUMIEKCHbIN KAaYeCTBEHHbIN aHanus.

MpuHUMN MeTOAAa OCHOBaH Ha WCMNOAb30BaHUWM npouecca amnnudukaumm OHK,
3aK/valrolwerocs B MNOBTOPSAKOLWNMXCA LUMKNax TemnepaTtypHon aeHatypauum [OHK, oTxura
npamMepoB C KOMMJeMeHTapHbIMW MOCAeAoBaTeNbHOCTAMU U Nocneayowen LOCTPONKMK
NOMHYKNEOTUAHbIX Lenen ¢ aTux npanmepos Tag-nonmMmepason.

Ons noBbIlWEHUS 4YYBCTBUTENBHOCTM U cneuudUUHOCTM peakumm npeaycMoTpeHo
npuUMeHeHne «ropsadero» crapta. Ansa dacoBku S «ropsayumin» ctapt obecneymBaeTcss METOAMKOMN
MPUroToBAEHUS peakUMOHHOM CMeCK, COCTOsILEeNn N3 ABYX CNOEB, pa3aesiéHHbIX NPOCIONKON U3
napaduHa. CMeweHne CNoés M npespalleHMe ux B aMnaMdUKaLMOHHYKD CMeCb MpouCxXoauT
TONbKO Mocne nnasneHna napaduHa. «lopauun» ctapT ana dacoskn U obecneumsaercs
MCNOMb30BaHNWEM MOAMMepasbl, aKTUBHOCTb KOTOpPON 6510KMpoBaHa aHTMTeNnamu, akKTuBaUWUS
depMeHTa NponCXoauUT TOMbKO MNOCAe NpeABapuTESIbHOro MporpeBa peakuMOHHOM CMeCcu Mnpwu
94 °C B TeyeHme 5 MMHYT. DTO MCKIOYAET Hecneumduuyecknin oTxXur npariMepos Ha AOHK-
MULLEHW MPU HadanbHOM Nporpese NpobUpKMU.

B cmecb ana amnnamndwukaumm BBedeHbl AHK-30HAbI, KaXAablh M3 KOTOPbIX COAEPXUT
dnyopecUeHTHYIO MeTKy u racutenb dnyopecueHumn. lMpu obpasoBaHmu cneunduruyeckoro
npoaykta [OHK-30H4 paspywaertcs, p[encteme racutens Ha  (yopecueHTHYH  MEeTKy
npekpawaeTcs, YTo BeAET K BO3paCTaHMIO YPOBHS (ayopecueHumn. Konnyectso paspyLlueHHbIX

30HA0B (@, crnegoBaTeslbHO, U YpOBeHb (DNYOPECLEHLUM) YBENMUYMBAETCA MNPOMNOPLMOHAbHO
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Konuyectsy obpasoBasBwuxca cneunduyecknx aMnamMKoHOB. YpoBeHb dyopecueHumu
M3MepseTCs Ha KaXAoM uuKie amnamdunkaunm.

B coctaB cMmecn gna amnandukauum BKAKYEH BHYTPEHHWUI KoHTposb (BK), koTopbii
npegHasHaveH 419 OUEeHKW KayecTBa NPOXOXAEHWS MOSIMMEpPasHOM LLEeMHON peakunm.

B coctae AHK-30HAa, ncnonb3ytowerocs ansg getekunmm npoaykra amnandumkaumm AHK
Ureaplasma urealyticum w Ureaplasma parvum, BkN4yeHa dnyopecueHTHad MeTka Fam. B
coctaB [AHK-3oHga, wcnonb3yloweroca Ansa AeTekumum npoaykta ammandukaumm OHK
Mycoplasma genitalium, BkniouyeHa dnyopecueHTHas MeTka Hex. B cocraB [HK-30HAa,
ucrnosib3yrowierocs gnas getekuum npoaykta amnnmdwukaumm LOHK Chlamydia trachomatis,
BktoveHa dnyopecueHTHaa metka Cy5. B coctas [JHK-30HAa, ncnonb3yowerocs ans geTtekumm
npoaykta aMmnandukKaumnm BHYTPEHHEro KOHTPOsSA, BXOAUT (JlyopecueHTHbI KpacuTtenb Rox. B

Tabnuue 1 NnpuBeaeHbl KaHasbl AETEKUNN MPOAYKTOB aMnandukauum.

Tabnuuya 1 - KaHanbl geTekumm NpoayKToB amMmnandumkaumm

Fam Hex Rox Cy5 Cy5.5
Ureaplasma urealyticum v Mycoplasma BK Chlamydia
Ureaplasma parvum genitalium trachomatis B

NccneposaHme coCcTouT M3 cnegylowmnx atanos: eBbigeneHne OHK (npobonoarotoeka),
NnuP-amnnndukaums OHK c pgertekumeinn pesynbTaToB B peXMME peasibHOro BpPEMEHU C

nucrnonb3oBaHMeM Habopa peareHtoB UMC Komnnekc.

2.3 Bpemsa npoBeaeHns aHanmsa (uckaodyas npobonoarotoBky): oT 1,5 yacos.
3 AHAJINTUYECKUE XAPAKTEPUCTUKHA
3.1 CneundunyHoCTb aHanusa

B obpasuax 6uonornmyeckoro maTtepuana 4enoseka, cogepxawmnx AHK Ureaplasma
urealyticum w Ureaplasma parvum, Mycoplasma genitalium wnwn Chlamydia trachomatis, npwu
npoeeaeHun amnandukaumm nporpaMMHoe obecneyeHue AETEKTUPYHOLWEro amnandukaTopa
dUKCMpPYeT MONOXUTENbHbLIA pe3ynbTaT aMmnaudukaumm crneundudeckoro npoagykrta no
COOTBETCTBYIOLWEMY KaHany AeTeKLUMN.

B o6pa3uax 6uonormyeckoro ™aTepuana, He cogepxauwmx [OHK Ureaplasma
urealyticum w Ureaplasma parvum, Mycoplasma genitalium, Chlamydia trachomatis, npwu
nposeaeHun amnandukaumm nporpaMMmHoe obecnedyeHue aeTekTupytlowero amnandukatopa
dukcnupyet oTpuuaTenbHble pe3ynbTaTbl amnaudukaumm  cneunduyveckmx MNpoAYKTOB WU
MONOXUTENbHbIN pe3ynbTaT aMnamdukaumm BHyTpeHHero koHTponsa (BK).

BHUMAHUWE! Mpwn BbicOKOM nepBoHadanbHOM KoHueHTpauum OHK oaHoro mM3 onpenensieMbiX
MUKPOOPraHM3MOB BO3MOXHO MOJSly4YeHME JIOXKHOOTPMLUATENbHOro pesynbrata A4ns so3byantens,
[OHK KOTOporo npucyTcTByeT B HU3KOW KOHLEHTPaunm (CM. «YUET pe3ybTaToB peakuum»).

MokasaHo OTCyTCTBME Hecrneumdmnyecknx nosoXnTeNbHbIX pe3ynbTaToB amnamdmkaumm

npu nccnenoBaHMM B BbICOKOM KOHUeHTpauun OHK 6/11M3KopoaCTBEHHbBIX MUKPOOPraHU3MOB UK

MWUKPOOPraHM3MoB, MOTEHLUMaNbHO MNPUCYTCTBYIOWNX B uccneayemblx obpasuax: Gardnerella


https://ru.wikipedia.org/wiki/%D0%93%D0%B5%D0%BC%D0%BE%D1%84%D0%B8%D0%BB%D1%8C%D0%BD%D0%B0%D1%8F_%D0%BF%D0%B0%D0%BB%D0%BE%D1%87%D0%BA%D0%B0
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vaginalis, Mycoplasma hominis, Neisseria gonorrhoeae, Candida albicans, Streptococcus sp.,
Staphylococcus sp., a Takxe AHK yenoseka B KoHUeHTpauun go 1,0x 108 konuii/Mn obpasua.
Moka3aHO OTCYTCTBME KOHKYPEHTHOM WHrmMbuumn npum wuccnegosaHmn o06pasuos,
cogepxawwunx Hecneuymduyeckyto [JHK B Bbicokor koHueHTpaumu un OHK Ureaplasma
urealyticum w Ureaplasma parvum, Mycoplasma genitalium wnu Chlamydia trachomatis — B

HU3KOMN.
3.2 WHTepdepupytowmne BeLleCTBa

Hanunune wHrnbutopos TMLP B o6pasue 6uonorvyeckoro matepuana MoXeT ObiTb
MPUYMHON COMHUTENbHbIX (HeonpeaenéHHbix) pe3ynbTaToB. [pM3HakoM wuHrnbmposaHusa TMLP
SBNSIeTCS  OAHOBpPEMEeHHOoe  OTCYyTCTBME  aMnaudukKaumMum  BHYTPEHHEro  KOHTpoas wn
cneundunyeckoro npoaykra (cm. 2.3, 9.3).

K nHrnéutopam MLP, NCTOYHMKOM KOTOPbIX MOXET sBNATbCs obpasey [AHK, oTHeceHbl
crnepyloline BellecTsa: reMornobuH 1 nekapCcTBeHHble npenapatbl, NPUCYTCTBYOWMeE B obpasue
OHK B pe3ynbTate HenosHOro yaaneHus B xoae Bblaenenus AHK n3 obpasua buomatepuana, a
TakXXe WU30MponunoBbIA CNUPT U MeTunaueTaTt, npucyTcTeyrowme B obpasue AHK B pesynbTtaTte
HEMONHOro yAaneHus NpoMbIBOYHbIX pacTBOPOB B XoAe Npo6onoaroTOBKY.

MakcmManbHble KOHUEHTpaumum WHTeEpdepupyowmnx BeLwecTs, MNpuU KOTOpPbIX He
Habnoganocb BAMSHME Ha aMmnandukaumio nabopaTOpHOro KOHTPOSIbHOrO obpasua wu
BHYTPEHHEro KOHTpPOJIbHOro obpa3sua cocrtaBnsawT: remornobmH — 0,35 mr/mn obpasua AOHK,
nsonponunosbii cnupT — 100 mkn/mMn obpa3sua AHK, metnnayerat — 100 mkn/mn obpasua AHK.

[0Nna oueHKN BO3MOXHOW MHTepdepeHUMn fieKapCTBEHHbIX NMpenapaToB 6binn BbibpaHsbl
Te, KOTOpble MOTeHUManbHO MOryT TMPUCYTCTBOBaTb B OCTaTO4YHbIX KO/AM4YecTBax B
6uonornyecknx obpasuax 4enoseka, B3SATbIX W3 COOTBETCTBYWLWMX MUCCreayeMbix 6MOTONOB
(MnpamMnctuH®, xnoprekcmanH 6UrntoKoHar).

Onsa Bcex uccneayembliX NeKapCTBEHHbIX npenapaTtoB 6bl10 NMoka3aHO OTCYTCTBUE MX

BINSAHUSA B KOHUeHTpauun ao 10% B obpasue 6momaTtepmana.
3.3 Mpeanen obHapy»xeHus

Mpenen obHapyxeHuss coctaBnsetr 10 konun [OHK Kkaxaoro MUKpoOpraHuM3aMa Ha
amnnmdmKaumoHHyto npobupky. MNMpeanen obHapyXeHUs yCTaHOBAEH MyTEM aHajnm3a CepUMHbIX
pa3sseaeHun nabopatopHOro KoHTponebHoro obpasua (JIKO).

Mpenen o6HapyxeHnsa B wuccnegyemoMm obpasue 3aBUCUT  OT  MCMOJSIb3yeMOro
Habopa/koMniekTa peareHToB Ans BblgeneHua OHK wn obbEMa nonydeHHOro npenapata

BblaenenHon AHK:

KomnnekT peareHtoB Angd sblgeneHusa AHK
MPOBA-HK MPOBA-IC MPOBA-MY-PANNA
(06béM nonyyeHHoro | (06béM nonydvyeHHoro | (06bEM NOMYYEHHOro
npenaparta 50 mkn) npenaparta 100 Mmkn) | npenapata 300 Mkn)

BuomaTepuan

Cockobbl
anuTeNnManbHbIX
kneTok B 500 mMkn
TpaHCMOpPTHOW cpeabl,
mMoya (1,0 mn)

100 200 600
konuii/obpasey konuii/obpasey, konwuii/obpa3seu
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3.4 BHyTpucepuiiHas n MexcepumnHas BOCNpomM3BOANMOCTb

BHyTpucepuiiHasa Bocnpoussogmmoctb — 100 % (83,16-100).

MexcepuiiHas BocnpoussoammocTtb — 100 % (83,16-100).
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3.5 AnarHocTnyeckne xapakTepucTtnkmn
Buna 6nomarepuana AHK AnarHocrnuyeckasn AnarHocrnuyeckasn
(xonnuecTsBo MUKpPOOpPraHusma | YyBCTBUTEJIbHOCTb cneunpunyHOCTDb
ncciefoBaHHbIX
o6pasuoB)
Moua, (251 wT.) Chlamydia 100% (90,00-100) 100% (98,31-100)

trachomatis

Ureaplasma spp.

100% (93,28-100)

100% (98,15-100)

Mycoplasma 100% (86,77-100) 100% (98,37-100)
genitalium
Cockobbl Chlamydia 100% (90,00-100) 100% (98,31-100)

ANNTENNAJIbHbIX KJTETOK
N3 YpOreHmTaabHOro

trachomatis

Ureaplasma spp.

100% (94,64-100)

100% (98,28-100)

TpakTa, (279 wrt.) Mycoplasma 100% (86,28-100) 100% (98,56-100)
genitalium
Becb buomaTtepuan, Chlamydia 100% (94,87- 100% (99,20-100)
(530 wr.) trachomatis 100)
Ureaplasma spp. 100% (96,97- 100% (99,10-100)
100)
Mycoplasma 100% (93,02- 100% (99,23-100)
genitalium 100)
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4 MEPbI NPEAOCTOPOXHOCTU

OpraHmsaumnsa pabotbl [UP-nabopatopun, obopygoBaHuMe wn MaTepuanbl AOJSKHbI
cooTBeTCcTBOBaTb TpeboBaHusaMm NOCT P 52905-2007, meToan4deckux ykasaHum MY 1.3.2569-09
«OpraHusaums paboTbl nabopatopuii, MCNONbL3YOWMUX METoAbl aMINdUKaUMN HYKIENHOBbIX
KWUCNOT, Npu paboTe ¢ mMaTepnanom, coagepxalimm MMKpoopraHmambl I-IV rpynn natoreHHocTn»,
Cc cobntogeHneMm CaHWUTapHO-3NMMAEMUONIOTNYECKMX npasun un  HopMm CaHluH 3.3686-21
«CaHuTapHo-anuaeMmonornyeckmne tpebosaHmsa no npodunakTnke MHPEKLNOHHbIX BonesHen».

Nccnepnyemble obpasubl paccMaTpuBalOTCa Kak NoTeHuManbHo-onacHsble. Mpu paboTe ¢
MukpoopraHusmamm I-IV rpynn natoreHHoCcTM BbI6Op Tuna 3awMTHOro KocTioma (pabouer
odexAabl W CpeacTB WHAMBUAYANbHOM 3alnTbl) MPOBOAUTCS B CTPOrOM COOTBETCTBUM C
CaHlunH 3.3686-21 1 onpepensietca BuaoM Bo3byautens, AMarHOCTUHMECKMM METOAOM, pabouel
30HOM, OCHalweHneM ee 6okcamum buonornyeckom 6e3onacHoOCTU.

CnenyeT ncnonb3oBaTh TO/IbKO OAHOPa30Bble HAKOHEYHUKU U NMPOBUPKMN.

He ponyckaeTcd WCNOAb30BaHWE OAHUMX W TeX Xe HaKOoHe4YHWKOB npu obpaboTke
pa3nnyHbix obpa3uos buonormyeckoro matepmana.

K pabote c HabopoM peareHTOB [JOMYyCKAeTCs MepcoHan, o06y4deHHblh MeToaaM
MOSIEKYNSAPHOM ANArHOCTUKKN U npasuaam paboTbl B KIIMHUKO-AMArHOCTUYECKOW nabopaTtopun.

Boigenenne [OHK cneayetr npoBoanTb B 6Hokcax 6uonormuyeckonm 6esonacHoctn 11
knacca. MoarotoBky K MUP c ucnonb3oBaHneMm Habopa peareHToB BO3MOXHO npoBoanTb B [LIP-
6okcax.

3anpewaeTtcs nepeMelweHne nabopatopHoro obopynoBaHusl, B TOM 4McCne A03aTOpOB,
wTatneoB, NnabopaTopHOW MnocyAbl, XanaToB, ro/oBHbIX y6OpoB M Mp., a TakXe pacTBOPOB
peareHToB M3 O4HOro NOMeLLeHns B Apyroe.

Jo3aTopbl AO/MKHbI 6bITb COOTBETCTBYIOWMM 06pa3oM noBepeHbl (B akKpeaAnTOBaHHbIX
nabopatopusx) n npoMapKmMpoBaHbl.

Ncnonb3oBaHHble OA4HOpa30Bble MpUHAANEXHOCTM (NpobupkM, HaKOHEYHUKM WU Aap.)
OO/MKHbI  cbpacbiBaTbCA B KOHTeMHep A8  MeAMUMHCKUMX  OTXO0AO0B,  COAEepXXaliumn
Ae3nH@uumpyowmin pacteop (Npn HeobxoaMMoCTH).

MoBepxHOCTN paboumx CTOMOB, a TaKXe MOMELWEeHUI, B KOTOpbIX nposoauTtcs [LP,
cneayet obasaTenbHO, A0 M nocnae npoeBeaeHuns paboTt, obaydyaTtb € NoMOLWbo H6akTepuunaHbIX
YCTaHOBOK B TeyeHue 30 MUHYT.

Bce noBepxHocTM B nabopatopuun (paboume ctonbl, wWTaTuBbl, obopyaoBaHue U ap.)
eXefHeBHO MNoABepralT BNaxHoMW Yybopke C MpUMEHEHUEM AEe3UHOULUPYIOLWNX/MOOLWMX
CpencTB, perfnaMeHTUpOBaHHbIX NpaBunamMm n Hopmamm CanlnH 3.3686-21.

BHUMAHME! YtunmsmpoBaTb 0TX0Abl ¢ npoayktamu [MLP Heo6xoAMMO TONbKO B 3aKpbITOM
Buae. He ponyckaeTtcsa OoTKpbiBaTb Npobupku nocne amnnmdukaunm (MY 1.3.2569-09).

Mpn wncnonb3oBaHnn Habopa peareHToOB B KJMHUKO-AMArHocTuyeckon nabopatopum
obpasyloTcsa oTxoabl knacca B, KoTopble YTUAM3MPYIOTCA B COOTBETCTBMM C TpeboBaHMAMMU
CaHlluH 2.1.3684-21 «CaHuTapHo-anuaemMmuonormyeckme  TpeboBaHus K  coAepixaHuio
TEPPUTOPUN TOPOACKUX U CeNbCKUX MOCeNeHur, K BOAHbIM 06bekTaM, MUTbEBOW BOAE W

NMUTbEBOMY BOAOCHabXEHMU, aTMocdepHOMy BO34yXy, MO4YBaM, XWbIM MOMELLEHUSM,
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3KCnyaTaunn npom3BoaCTBEHHbIX, o6 eCcTBEHHbIX MOMELLEeHUN, opraHmnsaumMm mn npoBeaeHnto

CaHUTApHO-MPOTMBO3INMAEMNYECKMX (MPOPUIAKTUYECKNX) MEPOMPUATUIN».

OnacHble KOMMNOHEHTbI B Habope peareHToB

KoMnoHeHT Habopa Hanunume/oTcyTcTrBMe OnacHbIX Yka3aHue Ha
peareHToB KOMIMOHEHTOB PUCKH
dacoBka S ®dacoska U
Cmecb pans amnnudukaumm, -
HeT onacHbIX Bew,ecTs -
3aneyaTtaHHas napaduHOM
PactBop Tag-nonumepasbl HeT onacHbIX Bew,ecTs - -
MuHepanbHoe Macno HeT onacHbIX BeLwecTs - -
Cmecb ansa amnandukaymm - HeT onacHbIX BelecTB -
Monumepasa TexHoTaq MAX - HeT onacHbIX BewecTs -
MnupP-6ydep - HeT onacHbIX BewecTs -
aBnseTcs
N 6e3onacHbIM
MonoxuntenbHbIn A3upg HaTpuAa MeHee A3ung HaTpuAa MeHee ans
KOHTPONbHbI 06pa3sey 0,1% 0,1%
KOHEYHOoro
rnosib3oBaTens

Mpn MCNonNb30BaHMM MO Ha3Ha4YeHUo U CO6IOAEHMIO Mep NPEeAOCTOPOXHOCTU, KOHTAKT

C OpraHmaMoM 4enioBeKa WCKJIHO4YEH.

MNpn aBapuUiHbLIX CUTyaUMaX BO3MOXHO crneaylouee:

pasgpaxxeHne KOXU wu CnmM3ncTton o6ono4Yku rnas Y 4YYBCTBUTEJIbHbIX J1UL, anlneprmnyeckas

peakuusa. MNpu KOHTAKTE MPOMbITb MOPAXEHHOE MEeCcTO BOoAOW M 06paTUTbCA 338 MeAMLMHCKOWN

noMoLbto.

He nonyckaeTtcs ucnonb3oBaTb Habop peareHToB:

—  NPW HapyLIEHUN YCNOBUIA TPAHCNOPTUPOBAHUSA U XPaHEHUS;

- NMpn HECOOTBETCTBMMN BHELWLHEro Bnaa peareHtoB, yKa3aHHOMo B nacnoprte K Ha6opy

peareHToB;

—  NPW HapyLIEeHUN BHYTPEHHEN yNnakoBKWM KOMMNOHEHTOB Habopa peareHToB;

- Mo UCTe4YeHUNo CpOKa NrMAHOCTH.

MpuMeyaHune

- Habop peareHTOB He cOAEp>XXUT MaTepuanoB 6MOMOrMUECKOro MPOMCXOXKAEHMS,

BELWECTB B KOHUEHTpauuax, obnagarowmnx KaHUEPOreHHbIM, MyTareHHbIM ,Cl,eVICTBVIeM, a TaKXe Bandarwmnx

Ha penpoaAyKTUBHYIO d)YHKLI,VHO yenoseka. lpu WCNONBL30BaHUM MO Ha3HAYEHUIO W cobniogeHumn Mep

NpeaoCTOPOXHOCTU ABNAETCA 6€30MNacHbIM.
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Mpu paboTte ¢ Habopom peareHToB UMC Komnnekc TpebytoTcsa crnegytowme obopyaosa-

HWe, peareHTbl U pacxXoaHble MaTepuMasbl:

®dacoska U,
®dacoska S
[03MpoBaHne
O6opyanoBaHue, peareHTbl U pacxogHble MaTepuansl
npobup aBToMaTu3
CTpunbI py4yHoe
KK npoBaHHoe
MUP-6okc aa na na na
amnnudukaTop getektupyowmn «ATnant», «ATnpanm», OT- na na na na
96 (000 «HMO AHK-TexHonorus»)
MUKpPOLLEHTpUdyra-sopTeKkc Aa Aaa aa Aaa
0TOo NS MUKpoueHTpudyrm-BopTekca Ans8 CTPUMNOBAHHbIX
poTop A 1KPOUEHTPNY p A p na et na? et
npobupok 06bémom 0,2 Mn
X0N104MNBHUK WM XO0N0AWAbHAA Kamepa Aaa Aaa aa Aaa
MOpO3u/bHas Kamepa HeT HeT aa Aaa
wTaTMB «paboyee MecTo» ans npobmpok obbLEMOM 1,5 Mn na na na na
M ANs CTPUMOBAHHbIX Npobupok 06bémom 0,2 mMn
[03aTopbl MexaHW4yeckue WM 3SNEKTPOHHbIE MepeMeHHOro
o6bEMa opgHOKaHanbHble, Mo3BonsAlWMeE O0TbMpaTb O0O6BEM na na na HeT
xunakoctn ot 0,5 po 10 mkn, ot 2,0 ao 20 mkn, ot 20 Ao
200 mkn, ot 200 go 1000 mMKkn
OAHOpa3oBble HaKOHEYHWKN C dunbTpom ans
rnonyaBTOMaTM4eCKMX n[03aTopoB, cBobogHble oT PHKasz u HeT HeT ha HeT
OHKa3, o6bémom 10 MKnN
OAHOpa3oBble HaKOHEeYHWKN C dunbTpom ans
rnosyaBTOMaTM4yeCKMX n[03aTopoB, cBobogHble oT PHKasz u na aa na HeT
OHKa3, 06bémomM 20 MKnN
OAHOpas30Bble  HAKOHEYHMKM AN  NojsyaBToMaTtu4yeckux
AosaTtopoB, cBobogHble oT PHKa3 n [JHKa3, o6bémom 200 Mk, na na na HeT
1000 MKn
WwTaTMB ANS A03aTOPOB Aaa Aa ha HeT
npobupku ob6vémom 1,5 mn, ceoboaHbie ot PHKa3 n JHKas3 HeT HeT na HeT
npobupkn amnandukaunoHHole o6vémom 0,2 Mn, cBobogHble
HeT HeT Aaa HeT
ot PHKa3 n JHKas3
Of4HOpa3oBble  MepyaTkKn  MeauumHCkuMe, 6e3  Tanbka,
Aaa Aa aa Aa
TEKCTYpUpPOBaHHbIE
éMKoCcTb Aana cbpoca MCNOMAb30BaHHbIX HAKOHEYHMKOB, a3 na na na
NpobmnpoK 1 ApYrnx pacxogHblX MaTepuasnos
Ao3snpyoulee ycrponctso ATcTpum HeT HeT HeT Aa
HaKOHEeYHMKKU ansa gosmpylouwero ycrpomcresa ATcTpum HeT HeT HeT Aa
YCTPOWCTBO AN 3ane4yaTbiBaHusg naaHwet ATnak HeT HeT HeT Aaa
ueHTpudyra ans mmkponnaHuwet MLP HeT HeT HeT ha
nonmmepHas TepMonneHka ans 3aneyaTtbiBaHus
HeT HeT HeT Aa
MukponsaHwert MUP
MukponsiaHwert MUP HeT HeT HeT ha

2 - NpU UCMNO/Nb30BAHMM CTPUMOBAHHBIX NPo6Mpok 06beMoM 0,2 MA
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dacoska U,

060 OBaHMe, peareHTbl N pacxoaHble MaTepuansbl dacoBka S
PyA ' P P A P A031poBaHue

Onsa npenobpaboTku MaTtepuana ansg uccnenoBaHusa n ans ebiaenedns QHK:

6okc bmnonormyeckon 6esonacHoctun II knacca aa

TepMocTaT TBEepAOTE/bHbIM NporpaMmMmmpyeMbin ManorabaputHbin TT-
1-«AHK-TexH.» (000 <«HMO [OHK-TexHonorms», Poccua) wnm

aHaNoOrn4yHbIN C MPUXMMHOMN KPbILLKOWN, n npobumpkmn
MUKpOLEeHTpUdYyxHble 06béMOM 1,5 M1 C KpbiwKaMn, ceBobogHblie OT

PHKa3 n IHKa3 na
nnm

TepMocTaT TBEpPAOTE/IbHbLIN, MNOAAEPXMBAKOLWMA TemnepaTypy oT 50
°C pno 65 °C n npobupkn obbé€Mmom 1,5 Mn c 3awwénkmBarLLMMKUCS
Kpbllkamn, cBoboaHbie ot PHKa3s u AHKa3, Hanpumep, Eppendorf
Safe-Lock Tubes

3NEeKTpUYeckun nabopaTopHblIi acnmpaTop C KoNnboh-n0BYyLWKON ANns
yAaneHns Hagocaao4HbIX Xuakocten (Npn Heo6XoaMMOCTU yaaneHus Aaa
HaA0CaA04YHOM XUOKOCTN)

OAHOpa30Bble HaKOHeYHWKn 6e3 dunbTpa, csoboaHble oT PHKas u
OHKa3, pana snektpuyeckoro nabopaTopHoro acnupatopa (npwu Aa
HeobxoaMMOCTM yaaneHusa HaaoCan0uYHOM XNAKOCTH)

ueHTpudgyra ansa npobumpok ob6vémom 1,5 mn, ¢ RCF(g) He Huxe a
16000 A

MUKpOLEHTpUdyra-BopTeKC aa

003aTOpbl MEXaHW4YeCKMe WM  3SNEKTPOHHbIE OAHOKaHaslbHble C
nepeMeHHbIM 06BEMOM, MNO03BONSAKOWME OTOMPATb O06BEM XKUAKOCTU aa
0,2-20 mkn, 20-200 mMkn, 200-1000 Mkn

OAHOpPAa30Bble HAaKOHEYHWKWM C (PUABbTPOM A8 MNoNyaBTOMAaTUYECKUX
no3artopoB, ceobogHble oT PHKa3z u [AHKa3, ob6vémom 20 mkn, 200 ha
MK, 1000 Mkn

WwTaTMB ANS 403aTOPOB aa
wTaTue «paboyee Mecto» Ang npobmupok o6bLEMOM 1,5 Mn Aa
dusmonornyecknin  pacteop (0,9% NaCl) cTepunbHbin  (Npw a
HeobxoaMMoCTHn) A
BoAa AenoHM30BaHHas (Npu He06Xo0AMMOCTH) aa
EMKOCTb Ang cbpoca MCNONb30BAHHbLIX HAaKOHEYHUKOB, NMpoBUPOK U a
APYrMX pacxoAHblIX MaTepuanos A
Ae3nHduumpytowee cpeacTso Aa
TpaHcrnopTHasa cpena (pekoMmeHayeTca TpaHCNoOpTHas cpeja Ans

6uonpob CTOP-0 no TY 21.20.23-101-46482062-2019, a
npomssoactea 000 «[OHK-TexHonorns TC», Poccumsa, PY N2 P3H A
2020/9640)

Habop/koMmnnekT peareHToB 414 BblaeneHns AHK n3 6monormnyeckoro

maTepuana (pekomengytotca [MPOBA-HK, TMPOBA-IC, MNMPOBA-MY- ha

PAMWA npounssoactea OO0 «HMO AHK-TexHonorusa», Poccus)
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6 AHAJINBUPYEMDIE OBPA3LibI
6.1 MaTepuan ana nccnenoBaHus

Onga wuccnepoBaHUA  UCMOMBL3YHOT MOYYy W COCKkObbl anUTeNnnanbHbIX KIETOK U3

YpOreHUTanbHOro TpakTa.
6.2 O6bwme TpeboBaHms

NWccnepoBaHne ™etogoMm [P oTHoCuTCA K npsAMbIM  MeTogaM JlabopaTOpHOro
nccnenoBaHus, NO3ToMy B3ATUE BMoNormyeckoro Matepmana 4vyenoBeka Heob6xoaMMo NpoBOAUTb
M3 MecTa nokanm3aumm MH@peKLMoHHOro npouecca. PeweHne o HeobxoaMMOCTM nUccnenoBaTb Ty
WIN MHYI NOKanusauumio NpuUHUMAET fedalmMin Bpad Ha OCHOBaHWM cobpaHHOro aHamHesa U
KJIMHMYECKON KapTuHbl 3aboneBaHusl.

[na nonyyeHns KOppeKTHbIX pe3ynbTaToB 60/blloe 3HAYEHNE NMEET KAaYeCTBO B3ATUS
obpasua 6uomaTepmana AN WUCCNeAOBaHUS, €ro XpaHeHue, TPaHCNOpPTUPOBaHME U
npeaBaputensHas obpaboTka.

HenpaBunbHoe B3sTMEe BuoMaTepurana MOXET NPUBECTU K NMOSYYEHUIO HEAOCTOBEPHbIX
pe3ynbTaToB W, BC/IEACTBME 3TOro, HEO6XOAMMOCTU €ro NOBTOPHOrO B3STUS.

MpumeyaHne - B3sATue, npeaBapuTenbHyto 06paboTKy, XpaHEHNE U NepeBO3Ky, Nepeaady UCcriegyeMmoro
MaTtephana B Apyrne opraHumsauumm OCyLWeCTBNAAKT COrlaCHO UMHCTPYKTUBHO-MeETOAUYECKUM AOKYMEHTaM,

pernameHTUpyLWmMM BbINOSIHEHNE WUCCNEeAOBaHWI B COOTBETCTBMM C TpeboBaHumamm MY 1.3.2569-09 un
CaHlluH 3.3686-2021.

6.3 B3aTne maTtepumana Ha uccrnenosaHue

BHMUMAHME! [llepen BbigeneHvem [OHK Tpebyertcs npeaBapuTenbHas obpaboTka o6pasuos

6buonormnyeckoro matepuana (5.5).

6.3.1 Moua

Onsa aHanusa oTbupalroT NepByr NOPUMIO YTPEHHEN MOYM B KonmM4yecTBe He MeHble 20
- 30 mMn. OT6op MOYUYM NpPOBOASAT B CYXOW CTEPUNbHbLIA KOHTeHep o06béMoM go 60 wMn,
CHa6>XXEHHbIN repMETUYHO 3aBMHYNBAIOLLENCS KPbILLKOWN.

Mocne c6opa MO4YM KOHTEMHEP MNAOTHO 3aKpbIBAKOT U MAPKUPYIOT.
6.3.2 Cockobbl N3 yporeHuTanbHOro TpakTa

B3gaTne wMaTepumana OCyLlecTBASETCS C MOMOLLbIO  creunanbHbIX  CTEPUSbHbIX
OAHOPAa30BblX WHCTPYMEHTOB - 30HAO0B, UWTOWETOK WAXM TaMMOHOB, B 3aBUCUMOCTM OT
NCTOYHUKa BMONOrM4Yeckoro Matepuarsa corinacHoO yCTaHOBIEHHOM npoueaype.
BHUMAHME! Vicnonb3oBaHne LUMTOLWETOK NPOTMBONOKa3aHo npun 6epeMeHHOCTH.

OrpaHumyeHue MeToaa - MECTHOe MpUMEeHeHWe NeKapCTBEHHbIX npenapaTtos, Y3U
BarvHasbHbIM JaTYMKOM MeHee yeM 3a 24 yaca A0 uccnenoBaHus.

Mocne B3aTUA 6uMonornyeckoro MaTepuana nepeHecuTe 30H4 B Npobupky C
TPaHCMOPTHON Cpefol, npeAHasHayeHHoOW npou3BoAUTENEM A7 TPaHCNOPTUPOBAHUA W
XpaHeHus obpa3uyos 6uonormdeckoro Matepuana ana [lUP-uccnenoBaHuii, W TwaTenbHO

NpoMoKTe ero B XUAKOCTU B TedeHue 10-15 ¢, nsberas eé pasbpbizrnsaHus.
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N3Bneknte 30HA W3 pacTBopa W, BpallaTe/ibHbIM ABMXEHUEM MpPMXKMMas €ero K
BHYTPEHHEN CTeHKe npobupKM Bblle YPOBHS pacTBoOpa, OTOXMUTE U36bLITOK >KUAKOCTU.
MoNHOCTBLIO yaanuTe 30H4 U3 NPOBUPKN U YTUITU3UPYITE.

MAOTHO 3aKpOoONTe KPbIWKY NPOBUPKN U NpoOMapKUpynTe npobupky.

Mpu HeobxoammocTn B3ATUS 6uomaTepmana W3 HECKOSIbKMX OMOTOMOB MOBTOPUTE

npoueaypy, Kaxablii pa3 3abupaa Matepuan HOBbIM 30HAOM B HOBYIO MpPO6GUPKY.

MpumeyaHue - [lepea nonyvyeHMeM cockoba snuTeNManbHbIX KIETOK U3 YPeTpbl, C 3afHero ceoja
Bfaraavwa W LUepBUKanbHOINO KaHana, cBob6OAHO cCTekawllee oTAenseMoe HeobxoaMMO yAanuTb

CTepuUNibHbIM BaTHbIM TaMMNOHOM.
6.4 TpaHCNopTUpPOBaHME U XpaHEeHNEe nccneayembix obpasuos

6.3.1 Moua

O6pasLbl MOUYM AOMYCKAETCA TPAHCNOPTUPOBATh U XPaHUTb:

. npun Temnepatype oT 2 °C go 8 °C - He 6bonee ogHUX CYTOK;

o npu Temnepartype oT MUHyC 18 °C go MmHyc 22 °C - He 6onee oaHOM Heaenu.

BHUMAHME! [JonyckaeTcs nuwb 0A4HOKpPaTHOE 3aMOpaxnBaHne-oTTanBaHme Mmatepumana.
6.3.2 Cockobbl N3 yporeHuTanbHOro TpakTta

YcnoBus TpPaHCNOPTUPOBAHUA U XpaHEeHWs COCKOBOB M3 ypOreHuTasibHOro TpakTta
onpenensTCs MHCTPYKLUMSAMU K UCNOMb3YEMbIM ANS TPAHCNOPTUPOBAHMS U XpaHeHus obpa3Los
TPAHCMOPTHbIM CpeAaM WM UHCTPYKUMSMU K pEeKOMeHAyeMbiM HabopaM/KOMMNIEKTaM peareHToB
ansa soigenedns AHK (MPOBA-HK, MPOBA-IC, MPOBA-MY-PANNA).

6.5 MoaroToBka 6MONOrMYECKOro MaTepMasna YenoBeka Anst UCCIef0BaHus.

BHUMAHME! OtHOocuTenbHoe yckopeHue ueHTpudyrn (RCF unu g) 3aBMCUT OT 4YacToTbl Bpa-
lweHna u paamyca potopa. [na onpeaeneHns COOTBETCTBUA LEHTpUdYrv 3a4aHHbIM MapameT-

paM LeHTpudyrupoBaHms ob6paTUTeCh K pyKOBOACTBY MO 3KCMyaTauuu.

6.5.1 Moua

6.5.1.1 MNepeHecnTe B 0AHOPA30BYK MNACTUKOBYID npobupky obvémom 1,5 mn 1,0 mn moun.
MNOTHO 3aKpoNTe KPbILWKY NpOobUPKN.

6.5.1.2 UeHTpudyrupyite npobupky npmn RCF(g) 16000 B TedeHne 10 MUH.

6.5.1.3 Hawnbonee nonHoO yganute HaA0CaAOUYHYIO XUAKOCTb.

6.5.1.4 [obasbTe Kk ocagky 1,0 Mn cTepunbHOro @u3nMoNornyeckoro pacrtesopa. [110THO
3aKponTe KpbILWKY Npo6bUpKU.

6.5.1.5 UeHTpudyrmpyite npobupky npmn RCF(g) 16000 B TedeHne 10 MUH.

6.5.1.6 Ypanute HaJ0CaA0uHYIo XXUAKOCTb, OoCTaBuB B npobupke 06béM
(ocapok + »xunakas dpakums), pekoMeHAO0BaHHbIN Npou3BogmTenemMm Habopa/KoMniekTa
peareHToB Ans BblaeneHmna AHK n3s cootseTcTBylowero buomatepnana.

6.5.2 Cockobbl n3 yporeHuTanbHOro TpakTta

6.5.2.1 UeHTpudyrmpyrte npobupky npm RCF(g) 16000 B TedeHne 10 MUH.
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6.5.2.2 Ypanute HaZO0CaAO4YHYIO XUOKOCTb, OCTaBuB B npobupke 06bEM
(ocapok + xunakas dppakums), peKkoMeHAO0BaHHbLIN Npou3sBoamTesieM Habopa/KoMmnnekTa

peareHToB As4 BbigeneHusa HK 13 cooTeBeTcrByowero 6momarepumana.

NMPOBEAEHUE AHAJIU3A

7.1 BbiaenenHmne AHK 13 6buonormdyeckoro matepmana

Onsa BbigeneHna OHK pekomeHayeTcs mcnonb3oBaTb Habopbl/KOMMNEKTbl peareHToB,
MMelLlme permcTpaumoHHblie Yya0CTOBEPEHMS MEANLMHCKOrO U34enna 1 npegHasHadeHHble ans
COOTBETCTBYOLWMX BNAOB bMomaTepmnana C uenbto nocneaytouwero nmccnegosanmsa AHK metogom
MUP, Hanpumep, komnnekT peareHtosB NMPOBA-I'C npoussoactea OO0 «HMO AHK-TexHonormsa»,
Poccus4.

BoigeneHne [OHK w3 wuccnegyemoro mMaTtepuana npoBOASAT B COOTBETCTBUMM C
MHCTPYKLUMEN K NCNOb3yeMOMY Habopy/KOMMNEKTY peareHToB.

BHUMAHME! OpgHoBpeMeHHO ¢ BbiaeneHmem OHK n3 6uonornyeckoro Mmatepuana Heobxoanmmo
rMoaAroToBMTb OTpULATENbHbIM KOHTPOJIbHLIN 0bpaseu 1 NpoBeCcTM ero 4Yepes BCe 3Tanbl Npobo-
NOAroToBkM. B KadecTBe OTpMuUATENbHOr0 KOHTPOSbHOrO obpasua pekoMeHAyeTCs MCMofb30-
BaTb PU3MONOrMYECKNIA pacTBOp WIN OTpULATENbHbIA KOHTPOJbHbIM 06pa3el, BXOASAWMA B CO-
ctaB Habopa/kKoMnneKkTa peareHToB ANS BblAeNEHNS HYKIEMHOBbIX KMCNOT B 06bEMe, yKasaH-

HOM B MHCTPYKLMWN K COOTBETCTBYIOLWEMY HAabopy/KOMMIEKTY peareHToB.

7.2 MoarotoBka n nposeaeHue MLP

BHUMAHME! lNpn npoBeneHun BCcex Nocneaylowmnx AencTBuii cneayet niberatb BO34ENCTBUSA

NPSAMbIX CONTHEYHbIX Jlydeil Ha Npo6MpPKM CO CMeCblo Ans amnamdukaumm!

7.2.1 ®dacoBka S

BHUMAHME! Tlpu ncnonb3oBaHnu Habopa peareHTOB B BapuaHTe ucnosiHeHusa «®dacosBka S,
CTpunbl» CTporo cobntofatb KOMMAEKTHOCTb CTPUMNOB UM KpblWeK K HWUM. He ucnonb3oBaTtb

KPbILWKK K CTpUNaM u3 Apyrux Habopos peareHTos!

7.2.1.1 TpomapkupynTe HeobxoaAMMOE KOJIMYECTBO NpoBMPOK/CTPUNOBaHHbLIX MNPOBUpPOK CO
cMecblo ans amMnandukaumm, 3aneyataHHon napaduHoOM, ANns uccieayembix 06pasuos,
ONA MOIOXUTENBHONO KOHTPOSIbHOrO obpasua «K+» 1 oTpMUaTENbHONO KOHTPOJIbHOIO

obpasua «K-»,

Mpumep: Heobxoammo npoaHanusmpoBaTb 4 ob6pasua. [Anda 3T0ro Heob6xoAMMO NpPOMapKMpoBaTb
4 npobupkn ana uccneayembix ob6pasuos, ogHy npobupky ans «K-» n ogHy npobupky ana «K+». Obuiee
KonnyecTso npobupok - 6.

7.2.1.2 BcTpaxHuTte npobupky ¢ pacTtBopoM Tag-nonuMepasbl B TeyeHne 3-5 ¢ wu

LEHTpUDYrnpyinTe B TeUeHne 1-3 C Ha MUKPOLIEHTpUYre-BopTEKCE.

7.2.1.3 [dob6aBbTe BO BCE MPOMapKMpoBaHHblE NPOBUPKM, HE MOBpexAas cnoi napaduHa, no

10 Mkn pacTteBopa Tag-nonmmepassbl.
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7.2.1.4 [JobasbTe B Kaxayto npobupkKy no ogHon kanne MuHepanbHoro macna (okoso 20 Mkn).

3akporiTte npobupku/cTpunel.

7.2.1.5 BcTpsxHuTe npobupku ¢ npenapatom OHK, nonoXxmntenbHbIM KOHTPOJSIbHbIM 06pa3uoM 1
oTpuuaTesibHbIM KOHTPOJIbHbIM 06pa3uoM B TedyeHMe 3-5 C Ha MUKpoueHTpudyre-
BOpTEKCE N LEeHTpUdyrnpyite B TeyeHne 1-3 ¢ Ha MUKpouUeHTpudyre-sopTekce.

BHMUMAHMUE!

1. Mpn wncnonb3oBaHum ans Bblaenenms [OHK komnnekta peareHtos [MPOBA-TC
HeobxoAMMO nocne BCTPAXUBAHUSA LeHTpudyruposatb nNpobuMpkm C npenapaTom
OHK npn RCF(g) 16000 B TeyeHMe OAHON MUHYTbl ANs oCaxaeHust copbeHTa. B
c/lyyae ecnu nocnae  BblAeNIeHMS  HaAocadoyHas  >XUAKOCTb, coAepxalias
BblaeneHHyto [OHK, 6bina nepeHeceHa B HOBble Mpobupku, LEeHTpUdyrmpoBaHue
NnpoM3BOAUTCA B TedeHue 3-5 C Ha MMKpoLeHTpudyre-sopTekce.

2. Mpwn ncnonb3oBaHun ang eblgenenHnsa OHK Habopa peareHtoB MPOBA-MY-PAMKA
Heo6xoaMMO nocfe BCTpPAXMBaAHWA MNoOMecTuTb npobupku ¢ npenapatom AHK B
MarHWTHbIN WTaTue. B cnydae ecnu nocne BblAeNeHUs Hagocafo4yHas >XWAKOCTb,
coaepxawas BblaeneHHyo [OHK, 6bina nepeHeceHa B HOBble Mpobupkwy,
LeHTpuUdyrmpoBaHme npom3BoAMTCA B TeyeHue 3-5c Ha MukpoueHTpudyre-
BOpTEKCeE.

3. [nga npepoTBpalleHUss KOHTaMUHaUMKM cneayeT nepen BHeceHmeM [OHK oTkpbiBaTb
KPbIWKK TONIbKO Tex NMpobupok, B KOTopbie ByaeT BHOCUTLCS AaHHbIA 0bpaseu, u
3aKpblBaTb UX, Nepen BHeCeHMeM criegyowero. B cnydae ncnonb3oBaHuUsa CTpUNoB
cnepyeT 3akpbiBaTb KpbIWKY CTpuna nocne BHeceHus B Hero obpasuoB nepepj
HayanoMm paboTbl coO crneaywWwmMM. 3akpbiBanTe npobupknU/CTpunbl MNJIOTHO.
Mpenapatbl AHK 1 KOHTpoOnbHbie 06pa3ubl CriegyeT BHOCUTb HaKOHEYHMKaMu C
dunbTpoMm.

7.2.1.6 BHecuTe B COOTBETCTBYHOLUME MPOMApPKMpOBaHHbIE NpobMpKM, He noBpexaasl Croun
napadmHa, 5,0 Mkn BblgeneHHoro u3 o6bpa3ua npenapata AHK. B npobupkuy,
rnpoMapkmpoBaHHble «K-» n «K+», [IHK He BHOCKUTCA.

7.2.1.7 BHecuTe B npobupKy, NpoMapKupoBaHHYyl <«K-», He noBpexagas cnioi napadwuHa,
5,0 MKN oTpuuaTenbHOro KOHTPOSIbHOrO obpasua, npoweawero atan BbigeneHmnsa OHK
(cm. 7.1).

7.2.1.8 BHecuTte B NpobupKy, NpOMapKMpoBaHHYl «K+», He noBpexaas cnor napaduHa,
5,0 MKN NONOXUTENBHONO0 KOHTPONbHOrO 0b6pasua.

7.2.1.9 UeHTpudyrupynte Bce npobupkun/ctpunbl B TedyeHune 3-5C Ha MukpoueHTpudyre-

BOpTEKCE.
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7.2.1.10 YcrtaHoBuTe BCce npobupkun/cTpunsl B 610k amnandumkaTopa. 3anyctnte NnporpaMMHoe
obecneveHne RealTime_PCR B pexnme «Pabota c npubopom». [llpn nepsoM
nposeseHun TMUP pob6asbTe daitn ¢ napametpamu Tecta3 «UMC_Complex».[ME1].
[anee v npu nocneayrwmx noctaHoBkax AobaBbTe B MPOTOKOS COOTBETCTBYHLLNIMA
TECT, YKaXWUTe KOIMYECTBO U naeHTudmkaTopbl 06pasLoB, OTMETbTE pacrnofioXeHue
npobmpok Ha MaTpuue TepMobaoka B COOTBETCTBUM C UX YCTAHOBKOW W npoBeauTe
MLp.

|-|pl/1 Bbl60pe TecCcTa B OKHe <<3anycr< nporpaMmmbl aMI‘U‘IM(bMKaLl,MM» AOJIXKHa
oTobpaxkaTbCsi NporpaMma, npuBeAéHHas B Tabnuue 2.
[ME2]

Tabnuuya 2 - Tllporpamma amnandukauum Ana AETEKTUPYHOLWMX aMnandunkaTtopos
«OTnpanm», «ATnant», «4T-96» (dacoska S)

TeMnepaTypa il
N2 6noka opc ypa, MWH C Yuncno yMkIoB OMTUYECKUX Tun 6noka
N3MEepEHUn
80 0 30
1 94 1 30 1 Huin
94 0 30
2 64 0 15 > v Hukn
94 0 10
3 64 0 15 4> v Hukn
4 | 94 | 0 | 5 | 1 | | Lnkn
5 | 10 | .. | .. | Xpanenue | | XpaHeHue

V- peXunM onTUUYECKNX U3MEPEHWI

7.2.2 ®acoBka U, py4yHoe ao3mpoBaHue

7.2.2.1 TpoMapkupyinTe HeobxoaAMMOe KOJIMYECTBO OAHOPA30BbIX  aMMANPUKALMOHHBIX
npobupok o6vémom 0,2 Mn pna wuccnegyembix 06pasuoB, A9 NOJOXUTENbHONO

KOHTpONIbHOro o6pasua «K+» 1 oTpMLaTEeNbHOr0 KOHTPOJIbHOro o6pasua «K-».

Mpumep: Heobxoaummo npoaHanusuposaTb 4 obpasua. [Ana >3Toro Heob6xoAMMO NpPOMapKMpoBaTb
4 npobupkn ansa mccneayemolx 06pasuos, oaHY nNpobupky ana «K-» n ogHy npobupky ansa «K+». Obwee

KOJIN4YeCcTBO NMpobumpok — 6.

7.2.2.2 BcTpaxHute npobupky €O cMecbld pana amnaudbukaumm B TedeHue 3-5cC Ha
MUKpOLEeHTpudyre-sopTekce " LeHTpudyrmpyite B  TedyeHue 1-3 ¢ Ha

MUKpPOLEHTpUdyre-BopTeKce.

3 - MHCTPYKUMM No A06aBMEHUIO «FOTOBbLIX (aifIOB C NapaMeTpaMun TecTa» HaxoAATCS Ha caiTe B pasaene
"Moppepxka”
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7.2.2.3 BHecuTe B KaxAaylt MNpoMapKupoBaHHyk npobupky no 6,0 Mmkn cmecn pgns

amnandmkaummn.

7.2.2.4 BcTtpsaxHuTte npobupkun c MUP-6ydepom n nonnmepason TexHoTaq MAX B TeueHne 3-5

C N ueHTpudyrnpymTe B TedeHne 1-3 ¢ Ha MUKpOUEHTpudyre-BopTeKce.

MpunmeuvaHune - Monumepasy TexHoTaq MAX poctaBaTb M3 MOPO3W/IbHOM KaMepbl HEMOCPEACTBEHHO

nepeg ncrnosib3oBaHUeM.

7.2.2.5 MpurotoBbTe cMech MMLUP-6ydepa c nonnmepason TexHoTaq MAX. [lna aToro cMewanTe

B OTAEeNbHOM npobupke:

o 6,0 x (N+1) mkn MNUP-6ydepa,
o 0,3 x (N+1) mkn nonumepasbl TexHoTaq MAX,

rae N — KonmyecTBo NPOMapKMPOBaHHbIX MPOBMPOK C YUETOM «K-», «K+>».

Mpumep: Heobxoanmo NpoaHanusmposaTb 4 obpasua, «K-», «K+». NpoMapknpoBaHHbIX Npobupok — 6.
Heobxoanmo npurotoeuTb cMech lNLUP-6ydepa n nonmmepasbl TexHoTaq MAX ana 7 (6+1) npobupok, T.e.

42 mkn MNUP-6ydepa + 2,1 Mmkn nonmMepasbl TexHoTag MAX.

7.2.2.6 BcTtpsaxHuTe npobupky B TeyeHme 3-5C Ha MUKpoueHTpudyre-soptekce u

LeHTpUdyrmpymTe B TedyeHne 1-3 ¢ Ha MUKpPOLEHTpUdyre-sopTeKce.

MpumeyvaHune - Cmecb MNUP-6ydepa n nonmmepasbl TexHoTaq MAX Heob6xoAMMO rOTOBUTbL Hemnocpea-

CTBEHHO nepea McnoJsib3oBaHUEM.

7.2.2.7 [JobaBbTe B npobupku co cMmecbtio ansd amnamdukaumm no 6,0 mkn cmecu MUP-6ydepa

1 nonnmepasbl TexHoTaq MAX. 3akponTte npobupku.

MpumeuvaHune - lMNMocne npobaeneHus cmecu MLP-6ydepa n nonmmepasbl TexHoTaq MAX B npobumpku co

CMecbio Ans amnandunkaumm HeobxoaAnmMo B TeYeHue ABYX YacoB BbIMNOAHUTL 7.2.2.8 — 7.2.2.13.

7.2.2.8 BcTpaxHuTe npobupku ¢ npenapatom AHK, NOnoXUTENbHbIM KOHTPOSbHbBIM 06pasLoM U
oTpuuaTenbHbIM KOHTPOJSIbHbIM o06pasuoM B TeyeHue 3-5C Ha MuUKpoueHTpudyre-

BOpTEKCE N LeHTpUdyrnpyinte B TedyeHne 1-3 ¢ Ha MUKpoLeHTpudyre-sopTekce.

BHVUMAHME!

1. Mpun wncnonb3oBaHun anga BblgeneHus [OHK komnnekta peareHtoB [MPOBA-TC
Heo6xoaMMOo nocsie BCTPAXUBaHUSA UeHTpudyrmposaTb Npobupkn € npenapaTtom
OHK npn RCF(g) 16000 B TeuyeHMe oAHON MUHYTblI ANS ocaxaeHus copbeHTa. B
clyyae ecnu nocne  BblAeNIeHMS  HaAocajouyHas  XuMAKOCTb, coAepikallas
BblaeneHHyto AHK, 6blna nepeHeceHa B HoBble Npobupku, ueHTpudyrmposaHue

MpoM3BOAUTCS B TedeHue 3-5 ¢ Ha MMKpoueHTpudyre-sopTekce.

2. Tpu ucnonb3oBaHun aAng sblaeneHna AHK Habopa pearentos MPOBA-MY-PAMNUA

Heo6X0AMMO MOC/e BCTPSXMBAHUSA MOMECTUTb Npobupku c npenapatoMm AHK B



" IHK-TEXHONOrUS

UMC Komnnekc WHCTpyKuMsa no npuMmeHeHnto | 736 ot 08 aBrycra 2022

MarHWTHbIA WTaTue. B cnydae ecnu nocne BbiAeNeHUs HagocCafo4Has >XWAKOCTb,
cogepxalwasa BblgeneHHyto [AHK, 6bina nepeHeceHa B HoBbie npobupky,
ueHTpudyrmpoBaHme npoM3BoAMTCA B TedyeHuMe 3-5c Ha MukpoueHTpudyre-

BOpTEKCE.

3. [nga npepoTBpalleHUss KOHTaMuUHauuKW crneayet nepen BHeceHueM [HK oTkpbiBaTb
KPbILWKWM TONbKO TeX Npobupok, B KOTOpble ByaeT BHOCUTbCA AaHHbIM obpaseu, u
3aKpblBaTb MX MNepen BHECEHMEM creaylowero. 3akpbiBanTe Mpobupku MOTHO.
Mpenapatbl AHK n KoHTposbHble 0bpasubl cneayer BHOCUTb HaKOHEYHMKaMWU C

dunbTpom.

7.2.2.9 BHecuTe B COOTBETCTBYIOLWME NMPOMapKNUpoBaHHble Npobupkn 6,0 MK BblAENEHHOrO U3
obpasua npenapata AHK. B npobupku, npomapkupoBaHHble «K-» n «K+», OHK He

BHOCUTCA.

7.2.2.10 BHecuTe B npobupky, npoMapkupoBaHHyw <«K-» 6,0 Mkn oTpuuaTtenbHOro

KOHTposibHOro obpasua, npowealero atan sbliagenenma AHK (cM.7.1).

7.2.2.11 BHecuTe B nNpobupKy, NpOMapKMpoBaHHyl <«K+», 6,0 MKA MNON0XUTENbHOro

KOHTponbHOro obpasua.
7.2.2.12 UeHTpudyrmpynte Bce Nnpobupkun B TeueHne 3-5 ¢ Ha MUKpoueHTpudyre-sopTekce.

7.2.2.13 YcraHoBuTe BCe npobumpknm B 610k amnamdukatopa. 3anyctute MporpamMHoe
obecneyeHne RealTime_PCR B pexnme «Pabota c npubopom». [llpn nepBoM
nposeseHun MNLUP jno6aBbTe daiin ¢ napameTpamu Tecta* «UMC_Complex_U».[ME3]
[danee u npu nocneayrwmx noctaHoBkax AobaBbTe B MPOTOKOST COOTBETCTBYHOLLNIMA
TECT, YKaXWuTe KOIMYECTBO U naeHTudmnkaTopbl 06pasLoB, OTMETbTE pacrofioXeHune
npobmupok Ha MaTpuue TepMob6/iIoKa B COOTBETCTBUM C UX YCTAHOBKOW WM NMpoBeauTe
MLp.

Mpun Bbi6Ope TecTa B OKHE «3anyck nNporpamMmbl amnnmdukaumm» gokHa otobpaxaTb-

csl nporpamMma, npuBeaéHHas B Tabnuue 3.

Tabnuuya 3 - [MporpaMma amMnandukaunm Ans AeTeKTUpyLWwmMx aMnamdmnkaTopos
«OTnpanm», «ATnant», «4T-96» (dacoska U)

N [TemnepaTty Yncno HERL
° MWH c OMTUYECKUX Tun 6noka
6noka pa, °C LIMKNOB U3MepeHuil
80 0 5
1 94 0 5 15 Linkn
2 | 94 | 5 [ 00 | 1 | | Lnkn
3 | 94 | o [ 30 ] 5 | | Lmkn

4 - MHCTPYKUMK MO A06aBNIEHMIO «rOTOBbIX (DaiIoB C NapaMeTpaMmn TecTa» HaxoAsITCS Ha calTe B pasaene
"Moppepxka”
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[ 64 [ o [ 15 | | v
94 0 10
4 64 0 15 45 v Huicn
5 | 94 | 0 | 5 | 1 | | Lnkn
6 | 10 | .. [ .. | XpaHeHnue | | XpaHeHue

V- pexuM ONTUUYECKMX U3MEpPEeHWit

7.2.3 ®acoska U, c ncnonbaoBaHnem 4o3upytowero ycrpocrea ATcTpum

7.2.3.1 BcTpsaxHuTe npobupky coO cMmecbio Ansa amiundukaumm B TedeHume 3-5C Ha
MUKpoueHTpudyre-sopTekce n ueHTpudyrnpymnTe B  TeyeHue 1-3c Ha

MUKpOLUEHTpUdyre-BopTeKkce.

7.2.3.2 BcTtpsaxHuTte npobupkun c MUP-6ydepom n nonnmepason TexHoTaq MAX B TeueHne 3-5
C Ha MuKpoueHTpudyre-soptekce wu UeHTpudyrupymnte B TedeHnme 1-3 Cc Ha

MUKPOLEHTpUdYyre-BopTeKCE.

MpumeyvaHune - MNonnmepasy TexHoTaq MAX poctaBaTb M3 MOPO3WSIbLHOM KaMepbl HenocpeacTBEHHO

nepeg ncrnosib3oBaHUeEM.

7.2.3.3 Cnepys ykasaHusm O posupytowero ycrponcrsa ATcTpuM, B OTAeNbHOW npobupke

npurotosbTe cMmech MNLP-6ydepa ¢ nonumepason TexHoTaq MAX.

7.2.3.4 BcTpaxHuTe npobupky B TedeHuMe 3-5C Ha MuKkpoueHTpudyre-soptekce WU

LeHTpuUdyrmpyinTe B TedeHue 1-3 ¢ Ha MUKpOLEHTpUdyre-sopTeKce.

7.2.3.5 BcTpaxHuTe npobupku ¢ npenapatom AHK, NONoXUTENbHbIM KOHTPONbHbIM 06pasLoM U
oTpuuUaTeNbHbIM KOHTPOSIbHbIM 06pa3uoM B TeueHue 3-5 C Ha MUKpoueHTpudyre-

BOpPTEKCE N LEHTpUdyrnpyinte B TedeHne 1-3 ¢ Ha MUKpoUEeHTpuUdyre-BopTekce.

BHVUMAHME!

1. Mpn wncnonbzosaHmn ansa sblgeneHna [OHK komnnekta peareHtos [MPOBA-IC
Heob6xoamMMo nocse BCTPAXMBaHMS ULeHTpudyrmposaTb Npobupkm € npenapaTtoM
OHK npun RCF(g) 16000 B TeueHMe OQHOW MUHYTbl AN ocaxaeHus copbeHTa. B
c/lyyae ecnu nocne BblAeNIeHMS  HAZoCadouyHas  XWMAKOCTb, coaepxkalwias
BblaeneHHyto [OHK, 6bina nepeHeceHa B HOBble nMpobupku, LeHTpudyrmpoBaHue

NpPON3BOAUTCA B TeUeHne 3-5 C Ha MUKpPOLIEHTpUdYyre-BopTeKce.

2. MNpwn ncnonb3oBaHun ang sbigeneHnsa OHK Habopa peareHtoB MPOBA-MY-PAMNUA
Heob6xooMMo nocsie BCTPSAXMBAHWA MNOMeCTUTb Npobupku ¢ npenapatoM OHK B
MarHUTHbIA WTaTue. B criydyae ecnu nocse BblaeneHMs HagocadouyHas XWAKOCTb,

cogepxawasa BblgeneHHyto [OHK, 6bina nepeHeceHa B HOBble nNpobupky,
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LeHTpudyrmpoBaHne npousBOAUTCS B TedeHue 3-5cC Ha MuKpoueHTpudyre-

BOpTEKCE.

7.2.3.6 YcTtaHOBUTE NpobMpKKW: CO cMecbio ans amnandukaumm, co cmecbto MUP-6ydepa un
nonnMmepasbl TexHoTaq MAX, c npenapatamu [OHK, nonoXuTenbHbIM KOHTPOJIbHbIM
o6pasuoM n oTpmuaTesibHbiM KOHTPOJIbHBIM 06pa3uoM, a Takxe MukponnaHwet MUP Ha
pabounn cron ATctpum w© npoBeguTe [L[03MPOBAHWME KOMMOHEHTOB COrlacHO

PYKOBOACTBY MO 3KCMlyaTauuu.

7.2.3.7 TloMecTuTe aKkKypaTHO, He BCTpsaxuBasd MukponnaHwet TIUP B  noanoxky
repMeTmsMpylowlero ycrpoictea [ATnak nocne 3aBeplleHnuss MNporpammbl  Ha

nosupytoweM yctpoinictee ATcTpum.

7.2.3.8 TpoBeauTe 3anevyaTbiBaHuMe MukponnaHweta T[UP nonuvMepHOWM TepMOMAEeHKOWM

COrflacHO MHCTPYKUMK K npnbopy ATnak.
7.2.3.9 UeHtpudyrmupynte mukponnaHwert MNUP npn RCF(g) 500 B TeueHune 30 c.

7.2.3.10 YcraHoBuTe MukponnaHwet MUP B 610k amnaudukatopa. 3anyctute nporpamMmHoe
obecrneyeHme RealTime_PCR B pexume «Pabota ¢ npubopom». [lpn nepBoM
nposeaeHuun MNLP nobaBbTe dann c napamerpamm Tecta® «UMC_Complex_U». Oanee
M NMpu nocreayrwmx noctaHoskax nobaBbTe B MPOTOKOS COOTBETCTBYIOLWMIN TECT U

nposeauTe TMLP.

Mpw BbiGOpe TecTa B OKHe «3amnyck NporpaMMbl amnavdukaumm» AosKHa oTobpaxaTb-

csl nporpamMma, npuBeaéHHas B Tabnuue 3.

5 - MHCTPYKUMM Mo A06aBMEHUIO «rOTOBbLIX (halioB C MapaMeTpaMy TecTa» HaxOAsITCA Ha caliTe B paszene
"Moppepxka”
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8.2

8.3

9.1

9.2

9.3

PETMCTPALUMSA PE3VYJIbTATOB AMIVTNONKALUN

Pernctpaumss curHana ¢ayopecueHUMn MpoBoAUTCS MNpuBoOpoM aBTOMaTU4Yecku BO

BpeMA aMI'IJ'IMq)MKaU,MM.

JeTekumss 1 y4déT pe3ynbTaTOB OCYLIECTBAANTCS AETEKTUPYOLWMM aMnanpuKkaTopom

daBTOMATU4YECKMWN.

Mocne oKOHYaHUA MporpaMMbl amnnmMduKaLnMmM Ha 3KpaHe NOSIBUTCS COOTBETCTBYHLLEE
MHpOpMaLUKNOHHOEe coobllueHne n byaeT NpensioXXeHo NepenTn K aHanmsy pe3ysibTaToB.
Ha rpaduke 6ynet otobpaxeHa 3aBMCMMOCTb (/IyOpeCLEHLMM OT HOMepa uukia rno

BCEM NCMOJSIb3YyEMbIM KaHalaM Aans Kaxxaom I'IpO6VIpKM B TepMO6J'IOKe.

YYET U UHTEPNPETALUSA PE3YJ/IbTATOB PEAKLIUU

YueT pe3ynbTaToB peaKkunun ocyliecTBndeTcd aBToMaTU4eCcKu C NMOMOLLbIO

nporpamMMHoro o6ecrneyeHusi, NOCTaBASAEMOro C AETEKTUPYIOWMM aMNAMGUKATOPOM.

Mocne 3aBepweHusa MUP nporpamma otobpaxaeT B Tabnuue B rpade «PesynbTaTtbi»:
MHANKATOPHLIN uMkn (Cp) n pe3ynbTaT Mo KaXAoMy UCCNeaoBaHUIO (Ka4yeCTBEHHbIN

aHanus).

NHTepnpeTaumns pe3ysbTaTOB MPOBOAUTCSA B COOTBETCTBMW C Tabnuueh 4. Pe3ynbTaThbl
NOCTAaHOBKW BanuAHbl, €CNX BbINOMHSAIOTCA YCNOBUS MHTEPNpeTaunmM pesysbTaTos,

NONTYYEHHbIX ANA KOHTPOJIbHbIX O6pa3L|,OB.
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Tabnuuya 4 - WNHTepnpetaunsa pesynbtaTtos lMLP

Fam, Hex, Cy5 Rox

KaHan getekuumu
PesynbTaTt MHTepnpeTauunsa pesynbraTa

(N0 OAHOMY MM HECKOJTIbKUM + (Ureaplasma urealyticum v Ureaplasma
KaHasaMm getekumm)

(no BceM KaHanam gertexkummn)

(no BceM KaHanam gertexkummn)

AHanusupyembie o6pa3subl

O6Hapy>xeHa AHK ogHoro nnam

Cp ykasaH HECKO/IbKMX MUKPOOPraHM3MOB

He

yuyuTbIBaETCS .
parvum, Mycoplasma genitalium vnu

Chlamydia trachomatis)

He obHapyxeHa OHK onpepensemMbix
MWUKPOOPraHNU3MoB

Cp He ykasaH Cp yKazaH _

Cp He ykasaH .
Cp He ykasaH HO HepnocTtoBepHbIW pe3ynbTaTt

(no BceM KaHanam geTtekuumn)

Mono)xnutenbHblA KOHTPOJIbHbIV 06pa3el

MonoxuTenbHbI pesynbtaT
Pe3ynbTaTbl NOCTAHOBKWN BanuAHbI

Cp ykasaH Cp ykasaH +

OTpMuaTenbHbIiA KOHTPOJIbHbIV 06pa3el

(no BceM KaHanam getekuumn)

OTpuuaTenbHblli pe3ynbTaT
Pe3ynbTaTbl NOCTAHOBKWN BasUHbI

Cp He ykasaH Cp yKazaH ~

9.4

9.5

HepnocTtoBepHbIli pe3ynbTaT MOXeT ObiTb CBSi3aH C MPUCYTCTBMEM WHIMOUTOPOB B
npenapate [AOHK, nonyyeHHoM K13 6MONOrMYecKoro MaTepuana; HeBEepHbIM
BbINOITHEHMEM NPOTOKOMa@ aHanm3a; HecobngeHneMm TemnepaTypHOro pexuma
amnnudukaumm n ap. B 3ToM cnydae Tpebyerca nosTopHoe nposeaeHue TUP ¢
nMewwnmca npenapatom AOHK, nnb6o nosTopHoe BbigeneHme OAHK u noctaHoska TP,
nnéo NOBTOpPHOE B34TME bunonornyeckoro MaTepuana (BbINONHAETCA

nocnenosaTesibHO).

Ecnn ana 6uonorndeckoro obpasua nonydeHbl 3HadeHus Cp MeHee 24 Ha KaHanax
agetekumn Fam, Hex wnu Cy5, TO 3T0 roBOpUT O BbICOKOW MepBOHAaYasibHOM
KoHUeHTpaumn HK cooTBETCTBYIOWEro MMKpoopraHmsmMa. B faHHOM cny4vyae BO3MOXHO
noslyyeHmne JN0oXHOOTpULATENIbHOIro pe3ynbTata Ang MukpoopraHmsma, AHK kotoporo
NPUCYTCTBYET B HMU3KOW KOHLEHTpaumu. [na WCKAYEHUS NOXHOOTPpULATENbHbIX
pe3ynbTaToOB peKkoMeHAyeTcsa noBTOpHO nposecTtu MNUP BbigeneHHoro npenapata AHK ¢
ncnonb3oBaHneM Habopa peareHToB And BbisBneHus JHK ypeannasmbl ypeanuTtukyMm u
napeyMm (Ureaplasma urealyticum - Ureaplasma parvum) wn ux anddepeHumnaymm
MeToAOM MonMMepasHoM uenHoh peakummn (MJIASBMOMEH-YM) no TY 9398-018-
46482062-2008 (000 «HMO AHK-TexHonorus»), Habopa peareHTOB 475 BbiiBNEHUS
OHK  mukonnasmbl reHutannym (Mycoplasma genitalium) ™MeToaoM nonMMepasHom
uenHon peakunn (MJA3BMOIMEH-Mr) no TY 9398-440-46482062-2008 (OO0 «HMO
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OHK-TexHonorns») n Habopa peareHToB ans BbisBneHms OAHK xnammgum Tpaxomatuc
(Chlamydia trachomatis) meTogoM noauMMmepasHon uenHoih peakuumn (XJTAMU-TEH) no
TY 9398-412-46482062-2007 (000 «HMO AHK-TexHonornsa»).

9.6 [ns oTpUUATENbHONO U TMOMIOXUTENBHOIO KOHTPOJIbHbIX 06pa3uUoB  A0JKHbI  6bITb

noJlyyYeHbl pe3ynibTaTbl, NpuUBeAeHHble B Tabnuue 4.

9.7 Mpn noaydeHUW AN MOJIOXKUTENbHOrO KOHTPO/SIbHOrO obpasua pe3ynbTaTos,
OT/IMYAIOWMXCA OT YKasaHHbiX B Tabnuue, TpebyeTca MNOBTOpHAs MOCTAHOBKA

amnnmdmkaumm scen naptum obpasuos.

9.8 Mpn nonyyeHnn AN OTPULIATENBHONO KOHTPOSIbHOrO o06pasua pes3ynbTaTos,
OT/IMYAIOLWMXCA OT YKasaHHbIX B Tabnuue, pe3ynbTaTbl BCEW MOCTAHOBOYHOM cCepuu
CUMTalOT HEAOCTOBEpHbIMU. B 3TOM cnyyae Heo6xoAMMO MpOBEAEHME chelurasnbHbIX

MGpOI'IpVIFlTVIVI ANnsa BbIABNEHUA U YCTPAHEHUA BO3MOXHOW KOHTaMUHaLUN.

10 TPAHCNOPTUPOBAHWUE, XPAHEHUE N SKCNNYATALUMUA
10.1 TpaHcnopTupoBaHue

10.1.1 TpaHcnopTupoBaHne Habopa peareHToB OCYLWECTBAAIOT B TEpPMOKOHTENnHepax C
X/af03/1IeMEHTaMM  BCEMW  BUAAMU  KPbLITOrO TpaHCnopTa nMpu TeMmnepaTtype ,
COOTBETCTBYIOLEN YCNOBUAM XpaHeHWs KOMMOHEHTOB, BXOASWMX B cOCTaB Habopa

peareHToB.

10.1.2 [JonyckaeTcs TpaHCNOpTMpPOBaHME B TEPMOKOHTEMHepax C Xnajo3/ieMeHTaMU BCEMMU
BMAAMWU KpbITOro TpaHcrnopTa npu Temnepatype oT 2°C ao 25°C BHYTpu KOHTelnHepa He

6onee 5 cyTok.

10.1.3 Habopbl peareHToB, TPaHCNOPTUPOBAHHbLIE C HapylleHMeM TeMnepaTypHOro pexuma,

NMPUMEHEHUIO HE NoAneXar.

10.2 XpaHeHue

10.2.1 KoMnoHeHTbl Habopa peareHToB, 3a WCKIOUYEeHMEM noamMmepasbl TexHoTaq MAX,
cnenyeTt XpaHuTb B XON04MIbHMKE UM XONOAWBbHOM KaMepe npu Temnepatype oT 2 °C

[0 8 °C B TeueHume BCero cpoka roagHoCTu.

10.2.2 TMonumepasy TexHoTaq MAX cnegyer XpaHuUTb B MOPO3WUJIbLHOWM Kamepe npwu
TeMnepaType oT MMHYC 18 °C o MmnHyc 22 °C B TeveHuMe BCero cpoka roaHocTtu Habopa

peareHTosB.

10.2.3 CwMecb gna amnamdukaumm U cMecb Ansa amnandukaunm, 3anedaTaHHyo napaduHomMm,
cnepyeT XpaHuTb B X0N04AUIbHUKE UM XON0ANIbHON KaMepe npu TemnepaTtype ot 2 °C
o 8 °C B 3awMWwéHHOM OT CBeTa MecTe B TeyeHue BCero cpoka rogHoctun Habopa

peareHToB.
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10.2.4 Habopbl peareHTOB, XpaHMBLUMECHS C HapYLIEHMEM pernameHTUpPOBaHHOIO pexuMa, a

TakXe C UCTeKLWWUM CPOKOM roAHOCTU, MPUMEHEHUIO HE noanexar.
10.3 YkasaHus no 3Kcrsyatauum

10.3.1 Habop peareHTOB [O/MXEH MNPUMEHATbLCS  COMMAacHO  AENCTBYHOLWEN  Bepcumu

YTBEPXAEHHOW UHCTPYKLUUKN MO NPUMEHEHMUIO.

10.3.2 [Onsa nonydeHMs L[OCTOBEPHbLIX pe3ynbTaToB HeobxoaMMo cTporoe cobntogeHume

WMHCTPYKLUMW MO NpUMEHEHNIO Habopa peareHToB.

10.3.3 Tloc/ie BCKpbITUS YMaKOBKM KOMMOHEHTbl Habopa peareHToB cneayeT XpaHuTb Mpwu

cnegyruwmnx ycnoBuax:

. KOMMOHeHTbl Habopa peareHToB, 3@ UCKAOYEHWEM nonmMmepasbl TexHoTaq MAX,
cnenyeTt XpaHuTb B XONOAWbHUKE WUAWM XONOAWIbHOW KaMmepe npu TeMnepaTtype
oT 2 °C go 8 °C B TeyeHMe BCero cpoka rogHocTn Habopa peareHToB;

) cMecb Ans amnauduKaumm n cMecb Ansa amnandukaumu, 3aneyataHHyo napadu-
HOM, cneayeT XpaHuUTb B XONOAWSIbHUKE WAN XONOAMNBHON KaMepe npu Temnepa-
Type oT 2 °C go 8 °C B 3alUMLLEHHOM OT CBeTa MecTe B Te4YeHMe BCero cpoka roa-
HOCTW Habopa peareHTOB;

. nonumepasy TexHoTaq MAX cneayeT XpaHuUTb B MOPO3W/IbHOMW KaMepe npu Tem-
nepatype oT MUHycC 18 °C go MuHyc 22 °C B TeuyeHue BCEero Cpoka rogHocCTu

Habopa peareHTOB.

11 YKA3AHUA NO YTUWIN3ALUNN
11.1 [lpu wncnonb3oBaHWM Habopa peareHTOB B KJIMHWKO-AMArHOCTMYECKOW nabopaTtopuu

obpa3sylTca oTxoAabl Knacca B, KoTopble yTUAM3WPYIOTCS B COOTBETCTBUM C
TpebosaHmammn CaHlluH 2.1.3684 n MYy 1.3.2569.

11.2 Habopbl peareHToB, Npuweilie B HEMPUrogHOCTb, B TOM YUC/IE€ B CBS3M C UCTEYEHUEM
CpoKa rogHocCcTu, noasexaTr yTuam3aumm B COOTBETCTBUM C  TpeboBaHUAMMU
CaHllunH 2.1.3684.

12 FAPAHTUUN N3TrOTOBUTENA
12.1 MpeanpusaTue-nsroToBuTeNb rapaHTMpyeT cooTBeTcTBMe Habopa peareHToB TpeboBa-

HUSAM TEXHUYECKUX YCNOBUIN Npu CO6M0AEHUN YCIOBUA TPAHCNOPTUPOBAHUSA, XPaHEHUS
M 3KCryaTaumn, YCTaHOBJIEHHbLIX TEXHUYECKMMU YCITOBUAMMU.
12.2 Cpok rogHoctu Habopa peareHToB - 12 MecsaueB npu cobnoaeHun BCeX YCNOBUIA

TPaHCNOPTMPOBAHMS, XpPaHEHUS! U KCNyaTaumu.

13 PEMOHT U TEXHUYECKOE OBCJ/TY)XUBAHMUE
Habop peareHTOB npeAHasHauyeH Assi O4HOKPATHOrO MCMO/b30BaHUS WU HE MOANEXUT

TEXHUYECKOMY 06CNY)XKMBAHUIO N TEKYLLEMY PEMOHTY.
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14 CNMBOJIbl, UCMNOJIb3YEMBbIE NPN MAPKNPOBKE HABOPA PEATEHTOB

Vv MeaunumHckoe usgenuve I:E] Obpatntecb K MHCTpPyKUWUK
AN8 AWArHOCTUKM in vitro Mo NPUMEHEHUIO

TemnepaTypHbIi AnanasoH KaTanoxHblin HoOMep
Konnuectso TectoB d Appec usrotoBuTtens

He ponyckaetcs
FoaeH no ZIN BO34ENCTBNE CONTHEYHOro

CBETa

HecTtepunbHo

Cepusa Habopa peareHToB

|| ¥ |<|~|[3]

[JaTa n3rotoBneHus
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i5 MNEPEYEHb MPUMEHAEMbIX HALLMOHAJIbHbIX CTAHAOAPTOB
FOCT 2.105-2019 EpgmHaa cucteMa KOHCTPYKTOpPCKOM gokyMmeHTauum (ECKA). Obwwme

TpeboBaHMS K TEKCTOBbIM AOKYMEHTaM.

FOCT ISO 14971-2011 Uspenua MegunumHckue. lNpuMeHeHUe MeHeaXMeHTa pucka K
MeAMLUWHCKUM U34eNNSM.

FOCT P 15.013-2016 Cuncrema pa3paboTkm M NOCTAHOBKWM NPOAYKLMM Ha NPOU3BOACTBO
(CPMM). MegnumnHcKne mnagenus.

FOCT P 15.309-98 Cucrtema pa3paboTkym M MOCTAHOBKW MPOAYKUMW Ha MpPOM3BOACTBO.
McnbiTaHusa n npmémKa BbiMycKkaeMon npoayKunmn. OCHOBHbIE MOJSTOXEHMS.

OCT P 51088-2013 MeauumHCcKue usgenus Ang AMArHOCTUKM UH BUTPO. PeareHTol,
Habopbl peareHTOB, TECT-CUCTEMbI, KOHTPOJSibHble MaTtepuanbl, NuUTaTeflbHblE CpeAbl.
TpeboBaHMs K usgenuam n NoaaepXunBarLleln A0KyMeHTauum.

FOCT P 51352-2013 MeavuunHcKkuMe wusgennsa Ans AMarHOCTUKKM UMH BUTPO. MeToabl
NCMbITAHUNA.

FOCT P NCO 18113-1-2015 MeaumumHckue wusgenna Ana AWMArHOCTUKKM in  vitro.
NHdopMmaunsa, npegocrtasnsemas miarotosutenem (Mapkumposka). Yactb 1. TepMuHbI,
onpeaeneHnsa n obwme TpeboBaHms.

FOCT P NCO 18113-2-2015 MeaumumHckue wusgenna Ana AWMArHOCTUKKM in  vitro.
NHdopMaunsa, npenocrtaensgemMas u3rotosuteneMm (Mapkuposka). Yactb 2. PeareHTbl
ANa AMAarHOCTUKM in vitro ans npodeccnoHanbHOro NpuUMeHeHus.

FTOCT P UCO 23640-2015 V3penusa MmeaunuMHCKME ANSA AMArHOCTUKM in vitro. OueHka
CTabUNbHOCTM peareHToB A1 AMarHOCTUKK in vitro

OCT P NCO 15223-1-2020 WU3penus MepgunumHckne. CMMBOMbI, NMPUMEHSIEMblE MpU
MapKMpoBaHWN MeAWUMHCKUX W34enuid, Ha 3STUKeTKaxX U B COMpPOBOAMTENbLHOMN
JoKyMeHTauun. Yactb 1. OcHOBHble TpeboBaHuUs.

FOCT P 52905-2007 (MCO 15190:2003) JlabopaTopun MeauumHckme. TpeboBaHus

6e3omnacHoCTH.

MpumeyaHune - YKaszaHHble Bbille CTaHAapTbl ObiMM AENCTBYIOWMMWU Ha MOMEHT YTBEpXAEHUS
WHCTPYKLMM MO TMpUMEeHeHuo. B pganbHenweM, npu nosb3oBaHMM [OOKYMEHTOM, uenecoobpasHo
NpPOBEPUTb AEWCTBME CCbUIOYHBIX HOPMAaTMBHLIX [OKYMEHTOB Ha TeKylui MOMeHT. Ecnmn ccbinoyHbiii
[OKYMEHT 3aMeHE&H WIW W3MEHEH, TO MpW MPUMEHEHUU HACTOSLWEro AOKYMEeHTa crliefyeT MOJib30BaTbCs

3aMEeHEHHbIM (M3MEHEHHbIM) JOKYMEHTOM.
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16 AAPEC ANA OBPALLEHMA
MNpon3BoACTBO HAabOpOB peareHToB MMeeT CePTUPUUNPOBAHHYIO CUCTEMY MEHEAXKMEHTA

KayecTBa U CcooTBeTCTBYET TpeboBaHMAM CTaHAapTa CMCTEM MeHeaXMeHTa Kadectea ISO 9001 B
obnactm paspaboTtku, nponssoacTBa u npogaxu IVD peareHToB 1 NpnbopoB 418 MONEKYNSAPHO-
reHeTMYeCcKon AMarHoCTuKn, n apyroro nabopatopHoro npmmeHenmsa n EN ISO 13485 B obnactu
pa3paboTku, npoumsBoacTea M npogaxu IVD peareHtoB m npubopoB An8 MeguUNHCKOM
MOJIEKYISAPHO-FEHETUYECKON AMAarHOCTUKM.
Mpounssogutenn: O6WECTBO C OrpaHUWYeHHOW OTBeTCTBEHHOCTbl «AHK-TexHonorma TC»
(000 «AHK-TexHonorusa TC»), Poccus.
Appec npounsBoauTensa: 117246, Poccus, r. MockBa, npoe3g HayuHbiii, 4. 20, ctpoeHune 4.
MecTo npou3BoAacTBa:
000 «HK-TexHonorusa TC»
Poccusi, 117246, r. MockBa, HayuHbin npoesg, 4. 20, ctp.4
000 «HIMNO AHK-TexHonorna»
Poccus, 142281, MockoBckas 06.. r. [poTBMHO, yn. XXenesHonopoxHas, 4. 3.

Mo BonpocaM, KacawwmMmcss kKadyectBa Habopa peareHtoB UMC Komnnekc, cneayet
obpalaTtbcs B CNyXby KIAMEHTCKOWN MoaAepXKU.

Cnyxb6a KNMeHTCKOM NoAaepPXKKN:

8-800-200-75-15 (ans Poccun, 3BOHOK 6ecnnaTHbIN),

+7 (495) 640-16-93 (ans ctpaH CHI 1 3apy6exbsi, 3BOHOK MAATHbIN).

E-mail: hotline@dna-technology.ru, www.dna-technology.ru



OHK-TexHonorus
117587, Poccusa, r. MockBa, BH. Tep. I'. MyHUUMNanbHbIM okpyr YeptaHoso CeBepHoe,
w. Bapwasckoe, a. 125X, k. 5, atax 1, nom. 12
Ten./dakc +7 (495) 640-17-71
Cny»x6a KIMEHTCKON NOAAEPXKKN:
8-800-200-75-15 (ans Poccumn, 3BOHOK BecnnaTHbIN)
+7 (495) 640-16-93 (ansa crtpaH CHI 1 3apy6exbsi, 3BOHOK MAATHbIN)

E-mail: hotline@dna-technology.ru



