I'ocymapcTBeHHOE CAaHUTAPHO-31IMIEMHUOJIOTHYECKOE HOPMUPOBAHHE
Poccuiickoit @enepaunu

3.5.1. AE3MHOEKIINA

OIEHKA YYBCTBHTEJLHOCTH K AE3MH®UIAPY QLM
CPEJCTBAM MMKPOOPI'AHU3MOB, INPKYJINPYIOIIMX
B MEJUIHHCKAX OPTAHU3AIIAAX

Meroanueckne ykazaHusa
MYV 3.5.1. 4100 -24

Mocksa 2024



Ouenka YYBCTBHTEJILHOCTH K Ae3HHGUUHPYIOIHM cpeacrBam

MHKPOOPraHH3MOB,  [IHPKYJHPYWOIIHX B  MEIHUHMHCKHX  OpraHH3amHAX.
MY 3.5.1. 4100 -24

1. Paspaboranbl ®enepanpHoll cmyxOolf 1Mo Ham3opy B cdepe 3allUTHI Npas
nmotpebuteneii m Onaromonyums dvenoBeka (E.L Wromumma); ®6YH HKMKW CBM
Pocrniorpebnanzopa (E.H. Wnbuna, JI.C. ®enopora, C.H. Kosanbuyk, A.JI. Apxunopa);
Mucrutytom  pesundexromorun  ®BYH  «®HII wm. ®.O. Dpucmaxay
Pocniotpeduansopa (Y0.B. Jlemuna, H.1. Epemeesa, A.B. Uibsikosa, A.A. Cepos).

2. VrBepxiensl pykoBoautenem dDenepanbHoil ciyx6pl 110 Hamg3opy B chepe
3alUTHI TIpaB MOTpeOUTeNneld 1 G1aronoy4us 4enoBeKa, I TaBHBIM rOCYaapCTBEHHBIM

caHuTapHbIM BpadyoM Poccuiickoit @enepaunn A.1O. [TomoBoii «24) 1#«a;‘;%m% T.

3.MY 3.5.1. 4790 -24 BBemenn1 B3amen MY 3.5.1.3439-17 «Ouenka
YYBCTBHUTENIBHOCTH K  [e3MHOUUUPYIOIIUM  CpPEeACTBAM  MHKPOOPraHM3MOB,
[UPKYIUPYOIIMX B MEIULUMHCKUX OpPraHU3alUsaX», YTBEPKACHHBIX DPYKOBOIUTENEM
®enepansHoit  ciayx0Obl MO Ham3opy B cdepe 3alMTHl [paB HOTpebuTenei u
Onaromony4nsi 4enoBeka, I[JIABHBIM TI'OCYJapCTBEHHBLIM  CAHUTAPHBIM  BPayoM

Poccuiickoit ®enepanuu 13.03.2017.



YTBEPXIAXO
Pyxosoautens @enepanbHoil CIyKOBI
10 Ha/A30py B cq)epe 3alIUTEI IIpaB

3.5.1. JESMH®EKIIUA

OLEHKA YYBCTBUTEJbLHOCTH K JAE3UHOUIAPY IOIIUM
CPEJCTBAM MUKPOOPTAHU3MOB, IIUPKYJIUPYIOLIUX
B MEJAIIMHCKAX OPTAHU3ALIUSIX

Metoauyeckue ykazaHus
MY 3.5.1. 4100 -24

1. O6nacTe npumeHeHnus

1.1. Hacrosime meromudeckue ykazanus (matee — MY) ONKMCHIBAIOT aaropuTM
OUEHKHA YyBCTBHTEILHOCTH MMKPOOPTaHU3MOB, LHPKYJHPYIOUIMX B MEIUIIMHCKUX
opranuzaumsax (manmee — MO), x nesundunmpyrommm cpexctsam (manee — JIC),
C IOMOIIBIO CPEACTB OAKTEPHOIIOIMYECKOTO0 M MOJIEKYIIPHO-TEHETUUECKOTO AaHAIN3a
C LIEJIbIO BBISIBIICHUS] MUKPOOPTaHU3MOB, YCTOHUYHMBBIX K JIC, opraHu3aliuy U MpoBeIeHHUs
MeponpusaTuii 1o BbIOOpDY M mnpuMeHeHHI0 3d¢extuBHbX JC s npoduIaKTHK
pacmpocTpaHeHMss MH(EKIMH, B TOM YHUCIE, CBA3aHHBIX C OKa3aHUeM MeIUI[MHCKOM
nomotnu (nanee — MCMI).

1.2. MV npenHasHadeHbl JUIl CHENMATHCTOB OpPraHoB M  OpTaHW3aluid,
OCYLIECTBIIOMMX (pefepalbHbIii TOCYIapCTBEHHEBIH CaHUTAPHO-31HIEMHOIOTHYECKHIA
KOHTPO/Ib (HaZ30p), a TaKkKe MOTYT ObITh HCIOJB30BaHbI CNENUATUCTAMH OpIaHOB
HCTIONHUTENBHON BlIacTH CybnexToB Poccuiickoit Meneparuu B cdepe 0XpaHB! 310pOBbS,
MEIMIUHCKIX,  HAYYHO-UCCIECAOBATENbCKUX W 00pa3oBaTeNbHBIX — Opradu3aluii,
6aKTepnonoquec1<Hx u [ILP-naboparopuil, akKpeTUTOBAHHBIX B YCTAHOBIEHHOM
nopszke’.

! ®emepanbapiii 3akom or 28.12.2013 Ne 412-®3 «06 AaKKpeJMTallu¥ B HAIMOHAIILHOM CcHUCTeMeE
aKKpeAUTaLUuU Y.
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I1. O0mue nonoKeHus

2.1. Mukpobuonoruyeckuil neisax BHYTPUOOIbHHYHON cpensl (QOPMUPYIOT
Oonee 300 b6axTepuit, BUPYCOB, puOOB, IPOCTEHIIUX.

JnutenbHas HUPKYJIALKS MAKPOOPTaHU3MOB B OONBHHUYHON cpejie NPUBOAUT K
GopMupoBaHMIO  HM3MEHEHHBIX  IITAMMOB,  XapaKTEPU3YIOIUMXCA HE  TOJBKO
YCTOWYUBOCTBIO K aHTHOHOTHKaM, HO U K JIC.

2.2. Haunbojiee wacto yctoiunBocts Gopmupyercs K JIC U3 Ipynnsl KaTHOHHBIX
TIOBEPXHOCTHO-aKTUBHBIX BemlecTs (panee — KIIAB), BriIrouaromiedl 4eTBepTHUHBIE
aMMOHHeBbIe coenuHeHus (nanee — YAC), npousBoiHble I'yaHHAWHA U TPETUYHEIE
aMHMHBI, KOTOpBI€ OTHOCATCS K YHMCIYy Haumbojee dYacto ucmois3yeMelx B MO.
OCHOBHBIM MeXaHH3MOM (OPMHUPOBaHMS YCTOMYHBOCTH MuKpoopranusmos k KIIAB
SIBIIIETCA CHUXEHHE HUX BHYTPHUKIETOYHOM KOHLEHTpPAllMK 3a CYET aKTUBHOIO
BBIBEJICHHS M3 KICTKH C [OMOIIBIO 3((IIOKCHBIX HAacocoB. MoneKyisipHo-
FCHETHYECCKUMH MapkepaMu ycTodumBocTd Oaktepuit k KITAB saBnsrorcs reHs
3 (IIFOKCHBIX HACOCOB IPYIIEI gdc.

2.3. CBoeBpeMEHHOE  BbIABIECHHE MHKPOOPraHH3MOB, ycrToiumBeix K JIC,
CpencTBaMM  OAKTEPHOJOTMYECKOTO U MOJIEKYJISAPHO-TEHETHYECKOr0  aHallu3a,
pa3paboTka M peanu3anys aIeKBaTHBIX MeEp peardpoBaHMs SBISIOTCS YacThiO
CaHUTAapHO-IIPOTUBOSMHAEMUIECKHAX (mpodunakTHYECKHX) MEpOIPUATUIA no
npeaynpexaenuto ICMIL.

2.4. Bce paboThl ¢ MHKpPOOpPraHH3MaMM MPOBOASTCS B COOTBETCTBHH C
CaHMTapHO-3IHIEMUOIOTHIECKHMH TPeOOBaHUSAMHU.

III. Opranusanus MeponpHATHIL M0 OLEHKE YYBCTBUTEILHOCTH
K Ae3HHOUUMPYIOIHM CPEACTBAM MHKPOOPraHA3MOB, HHPKY/JIHPYIOLIHX
B MEIHMIHHCKHX OPraHu3anusax

3.1. Meponpusarus no oueHke 4yyBcTBUTeNbHOCTH K JIC MHKpPOOpraHm3MmoB,
LUpKymupytomuXx B MO, oCyIIecTBISAIOTCS B paMkax MHKPOOHOIOTHYECKOTO
MOHHMTOPHHIa’ ¥ BKIFOYAIOT:

- SMUJAEMHOJIOTMYECKUH HA30p 32 YPOBHEM M pacnpocTpaneHHocThio MCMIT;

- MHKpoOuostorudeckyio auaraoctuxy MCMIT;

- CaHUTapHO-OAKTEPHONOIHIECKUE UCCIIeJOBAHUS 00BEKTOB BHYTPUOOILHUYHOM
cpensr,

? T'maa IV CanlluH 3.3686-21 «CaHUTapHO-3IHEMUONOrMYeCKHE TpeOOBaHMs MO UPOQUIAKTUKE
MHQEKIMORHEIX ~ OOJe3Heli»,  YTBEPXKICHHBIX INOCTAHOBJEHHEM | IaBHOrO  IrOCYAApCTBEHHOTO
canurapHoro Bpada Poccuiickoii @Pexmepamum ot  28.01.2021 Ne 4  (3apermcTpHpoBaHO
Muntoctom Poccum  15.02.2021, peructparmonnsiii Ne 62500), ¢ M3MEHEHMSIMH, BHECEHHBIMU
IOCTaHOBJICHHEM  [7laBHOro rocymapcTBEHHOro CaHUTapHOro Bpada Poccuiickoii ®denepanyn
ot 11.02.2022 Ne 5 (3apeructpuposano Mumioctom Poccru 01.03.2022, perucrpanyonssii Ne 67587);
or 25.05.2022 Ne 16 (3apeructpuposano Munroctom Poccrn 21.06.2022, peructpamyonHsiit Ne 68934)
(manee — CanlluH 3.3686-21).

3 TMymkr 3529 rmasst XLIV CanlluH 3.3686-21; MP 3.1.0346-24 «Opranuzanys ® MPOBEJEHHE
MHKPOOGHOTIOrMIeCKOro MOHHTOPHHIA B MEAMIIMHCKAX OPraHU3al|sIX», yTBEP/K/IEHHBIE PYKOBOIATEIEM
®ezepanbHOi CITyXOBl IO HAA30pY B cepe 3aluThl NpaB MOTpeOUTENEH M 61aronoNyuns 4enoBeKa,
I"TaBHBIM rOCYIapCTBEHHBIM CAHUTAPHEIM BpadoM Poccuiickoit ®emepanun 26.04.2024.
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- OLEHKY 4YyBCTBHUTEJIBHOCTH MHKpooprau3moB k JIC ¢ momomipio cpencrs
0aKTepHOJIOrNIEecKOro M MOJIEKYIAPHO-TEHETHYECKOr0 aHAIIN3a;

- OpraHM3alMil0 M HPOBEAEHHE Mep 1[I0 MOBBIIEHUI0 3()()EKTHBHOCTH
Je3UH(PEKLIHOHHBIX MEPOTIPUATHIA.

3.2. DnueMHuOIOTMYeCKi Ha/[30P 3a yPOBHEM H pacnpocTpadeHHocTsio MCMIT

OCYILECTBIIAETCS B COOTBETCTBHHU C CaHATAPHO-3MUAEMUOIOTHYECKUMH
TpeboBanusMu’,
3.3. Mukpobuonoruyeckas JUarHOCTHKA NCMII " CaHUTapHO-

OaKTepuONOTHYECKHEe HCCTICOBaHUS IIPOBOAATCS B Jsabopatopum MO, mpu ee
OTCYTCTBHU MOT'YT IPUBJIEKAThCS aKKpeIUTOBAHHbIE OPraHU3aluu’.

3.4. OueHKa 4YyBCTBUTENBHOCTH MuKpoopraHusmoB k JIC mnposomuTca B
COOTBETCTBHM C METOAAMH, U3JIOKEHHBIMHU B HacTOAIUX MYV,

3.5. Mepsl mo noBeimeRnro 3Q(EKTUBHOCTH Ne3nH)EKIHOHHBIX MEPOIPHSITHI
BKJIIO4alOT, Hampumep, porauuio JIC, wucnonszoBanme JIC, o0Onagarommx WHBIM
MeXaHU3MOM JIEHCTBUSL HA MHUKPOOHYIO KIETKy M (Mnu) Oonee MIMPOKUM CHEKTPOM
AHTUMMKPOOHOT0 JeHCTBUS 110 CPAaBHEHHUIO C paHee MPUMEHSIEMBIMH.

3.6. YcroiuuBeiMu Kk JIC  ABIAIOTCS  IITaMMBI  MHKPOOPIaHM3MOB, HE
norubaromue ot Bo3aeHcTBUsA pacTBopoB JIC, IpUMEHEHHBIX B pexXuMax Ae3dHpeKIUH
(KOHILlEHTpanus, BpeMs BO3ACHCTBUA (SKCIO3ULUS), CHOCOO NpPUMEHEHHs, HOpMa
pacxoja), yKa3aHHBIX B MHCTPYKIUSX [0 UX IpUMeHeHHIo (aanee — MHCTpyKus).

3.7.Ouenky  uysBctBUTenbHOCTH K JIC  mOpoBOOAT B OTHOILEHUH
MUKpPOOPraHU3MOB, LUpKymupyromux B MO u oOHapyxeHHBIX Ha o0O0BEKTax
OKpYy>arolllel Cpeabl, a TakkKe sBAomuxcs Bo3oyaurensmu UCMII, B ocobennocty,
OOyC/IOBIMBAIOIIMX  OSMUAEMHYECKHEe O4Yard C MHOXECTBEHHBIMHM  CIIy4asMH
3a00yieBaHMi U JIETaJbHOCTH, IPUMEHUTENLHO K TeM J[C, KOTOphle HCIONB3YIOTCS B
MO. OueHnky 4yBCTBUTENLHOCTH MHKpoopraHu3mMoB K JIC HpOBOIAT He pexe OJHOrOo
pa3a B IIECTb MECSLEB 10 I[IPEJBApDUTEIbHO COCTABIEHHOMY TrpaduKy HIH [0
MU IEMUOJIOTHYECKUM HOKa3aHusM®,

3.8. Jlna nuarnoctuku BozOymureneidr UCMII MUKpOOPraHM3Mbl BBIAEISIOT OT
OOJIBHBIX U3 MATONOTHYECKUX JIOKYCOB, BHIAEIEHUIA, OMOTOrHUeCKUX JKUIKOCTEH.

Jlns  BbIABIEHMS MHMKPOOPTaHM3MOB Ha 00BeKTax OKpyXalouleil cpemsl
(HanpuMep, MeIUMLMHCKHE H3JeNus, NOBEPXHOCTH CTOJIOB, [OPYYHH KpOBAaTel,
JABEPHBIE PYYKH, IIOCyJa) OTOMpAalOTCS CMBIBBI B [NajaTrax, OIEPaldOHHBIX,
MEPEBA30YHBIX, MAHMIIYJIALHMOHHBIX, POJOBBIX 3allaX, CTONOBBIX M B JAPYIHX
IOMELIEHUAX B COOTBETCTBUM C METOAMYECKMMH JOKyMeHTamu . Kaxaplii
nocjeyroLi oToop mpod neaecoodpasHo MPOU3BOAUTE B OJHUX H TEX XKe TOUKaX.

3.9. /115 OLlEeHKH 4yBCTBUTENLHOCTH MHUKpOOpraHuamos K JIC, B 3aBUCUMOCTH OT
IIOCTABJIEHHBIX 3a7lad4 M BO3MOXHOCTEH HccienoBareiedf, MOLYT IIPUMEHSATCS
CIIETYIOIINE METOIBI:

* IMynxr 3517 CanlluH 3.3686-21.

S [Mynkr 3530 CanlIuH 3.3686-21.

S [Tymkr 3533 CanlTuH 3.3686-21.

"TMYK 4.2.2942-11 «MeTombl CaHHTAPHO-6AKTEPHONOTNYECKIX HCCIEA0BAHUI 0GHeKTOR OKpy’Karoniei
Cpe/ibl, BO3lyxa U KOHTPOJISA CTEPUITBHOCTH B JIEUeOHBIX OPTaHU3AIMSX», YTBEP)KICHHBIE PYKOBOAMTEIIEM
®enepanbHoil c1y:x6bI 0 Hag30py B cdepe 3amuTH MpaB MOTpeOUTENeM W GIArOmOIy4ds 4eloBeKa,
["maBHBIM rocyJapcTBEHHBIM CAHUTAPHBIM BpadoM Poccuiickoit Oepepamuu 15.07.2011.
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a) OCHOBHOH METOJ C HCIIONB30BAHUEM TECT-MOBEPXHOCTEH M3 pAa3JIHYHBIX
MaTepUaJIOB MJIM HATYPAIbHBIX H3IeIul, oTpaxkaromuil pexxum npumenenus JIC 8 MO.
Jist MccnenoBanus BEIOMPAIOTCA TECT-00BEKThI, KOTOpPble MMHUTHPYIOT Te OOBEKTbI
BHELIHEH Cpelibl, C KOTOPBIX OBLIM B3STHI 00pasIbl;

0) ympolleHHBI METOA C HCHOJIb30BAHHEM OJHOW TECT-NOBEPXHOCTH B BHIIE
vaiuku [letpu, Takke Mo3BosrOmMuUi MoJenupoBaTh pexxum npuMenernus JIC, Ho Golee
OrpaHU4eHHO;

B) CYCIIEH3MOHHBI MHKPOMETO]] Ha IUIAHIIETaX — IIPOCTOH, SKOHOMHYHBI U He
TPYIOEMKUK;

) METOJ i1 Vitro ¢ MCIONB30BAHUEM HEATPaNU3yIOel MUTaTeIbHOM Cpensl 110
Ju-Wnrnu;

1) MOJIEKYTAPHO-TEHETHYECKHH METOX, MO3BOJIAIOMME MOMYyYHTh pe3yabTaT o
HaJlMYuM y MHKPOOPraHM3MOB TIeHETHYECKHX MapkepoB ycroilumBoctH k KITAB B
TeueHue 4 — 8 wacos, B 3aBHCHMOCTH OT Meroga Beiaesenus JIHK um ¢ yuerom
noctanoBkH ITLIP.

Meroxmbl «B» — «I» HCNOJB3YIOTCA JUI NEpPBHYHOTO 0TGOpa GakTepui,
noTeHIUaIbHO ycToWuuBeIX K JIC, mpu HeoOXOHMMOCTH HCCIEAOBAHUS OOJBIIOrO
KOJM4YeCTBA MHKPOOPraHM3MOB, a MOJEKYISPHO-TEHETUUECKHI MEeToh — elle 4 JUIs
OBICTpPOro MOIY4YEeHUS pe3yiIbTaTa.

3.10. O6paboTka TecT-00bEKTOB NPH MCIONB30BAHUU METOMOB «a» M «O»
IIPOBOJIATCS IO peXUMaM, yKasaHHBIM B MIHCTpYKLIUHM MO NPHUMEHEHHIO KOHKPETHOIO
HC, cobnronas pekoMeHIAUMH: KOHLECHTPAUMIO, BpeMs o0e33apakHBaHUs, CIOCO0
00paboTKu, HOPMY pacxoja, TeMIepaTypy pabo4ero pacTBopa, 3arpsS3HEHHOCTD
oobekta. Ilpu HCIONE30BAHMH METONOB «B» M «T» BBHIOMpAIOTCSA HOKa3aTelH
(xoHUeHTpauus U Bpems BosaelcTsus JIC), COOTBETCTBYIOIUE PEXUMY Ie3HH(DEKIIHH
Al ONMpPENEeNeHHOH TIPYNIbl MHKPOOPraHW3MOB (HampuMep, OaKkTepHUIMIHOMY,
(QyHMHIUAHOMY, CIOPOLUIHOMY ).

3.11. Ilepen oueHkoil 4yBCcTBHTENBHOCTH MHKpoopranuszma k JIC mpoBomuTcs
NpeBapUuTesibHas UIACHTA(QUKALUSA BBIISJICHHOT0 MHKPOOpPraHM3Ma IO BHIA JIFOOBIM
AOCTYIIHBIM ~ METOAOM  (HampuMmep, H3ydeHHe OHOXUMHYECKHX, AHTHUTCHHBIX,
(aronuTHUeCKNX W APYrHMX CBOUCTB KyJbTypbl, MCIIOJNb30BAaHHE ABTOMATHYECKHX
MHKPOOHOJIOTHYECKHX aHAIU3aTOPOB, BPEMSIPOJIETHON MacC-CIIEKTPOMETPUH) H, IPHU
BO3MOJXHOCTH, €0 TeCTUPOBAaHHE HA HAIW4YKME MOJEKYIAPHO-TeHETHYECKUX MapKEpOB
ycroruuBoct K KITAB metomom momumepasHoii uenuoii peaknuu (ganee — [TIP) B
peXXMMe peallbHOTO BpeMEHH.

3.12. HccnenoBanusi MpOBOAAT B MHKPOOUONOIMYECKHX JTabOpPaTOpHSIX B
OOKCHpOBaHHBIX IOMENICHUSIX WM OOKCaX MUKPOOMOJOTHYECKON 6e30MacHOCTH
11 knacca®.

8 T'nasa IV CanlluH 3.3686-21.
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IV. MeToabl 0ueHKH 4yBCTBHTEILHOCTH K Ie3HHPHUHPYIOLIAM CPeAcTBAM
MHUKPOOPraHHU3MOB, HHPKY/JIHPYIOIUHX B MEANUMHCKHX OPraHU3alHsAX

4.1. Ilpu onenke 4yBcTBUTENEHOCTH K JIC MUKPOOPraHU3IMOB, IIUPKYJIUPYIOLIAX
B MEJMLMHCKUAX OPraHU3alUsaX, IPUMEHSIOTCS CPeACTBa H3MEPEHUH, BCIIOMOIaTeIbHOE
00OpyZOBaHHEe, MaTepuasbl, PEaKTUBBl ¥ [HUTATENbHBIE CpPENbl, IPUBEICHHBIE B

tabmumax 1 — 3.

Tabnuna 1

CpeacrBa usmepenuii

HammenoBanne CpEInCTB NU3MEPCHUA

O6o03Ha4enye 1 HANMEHOBAHKE JTOKYMEHTOB,
TEXHHYECKHE XapaKTePUCTHKU

Kon6sr MepHbIe

2-ro xnacca TouHocTH 2-100-2, 2-250-2, 2-1000-2
BMmectumMoctTh, FOCT 1770-74

[Iunerku rpagyupoBaHHbIe

2-ro Kjacca TO9HOCTH, BMecTuMocThiO 1,0; 2,0; 5,0;
10 cm?, TOCT 29227-91

ABTOMAaTHUYECKHE H03aTOPBl OJHOKAHAJIIBbHBIC

IHepemennoro o6sema 10 — 1000 Mk

ABTOMaTHYECKHE MUIETKH MEXAHUYECKHE

8-KaHanbHEIE, IepeMeHHOro 06beMa 20 — 200 u 10 —
100 mxa, TOCT 28311-2021

Hunuuaper MmepHbie

2-ro KJlacca TOYHOCTH, BMECTUMOCTBIO 25 1 50 cM,
I'OCT 1770-74

TepmoMeTp mabopaTopHBIH MIKAIBHEI

IIpenens uamepenus ot 0 1o 55 °C

JYYIIAMH XapaKTepHCTHKAMH.

I[pnmeqalme: AONYCKAETCH HMCHO/Ab30BAHHE CPEACTB H3MEPEHHA € AHAJIOTHYHLIMU HJIH

Tabmuna 2

BcnomorarensHoe 06opynoBaHHe M MaTepHAIBI

HavmenoBaHue BeIoMoraTensHOro
000opy1OBaHUsA U MATEPUAIOB

O603HaueHNe ¥ HAUMEHOBAHHUE JOKYMEHTOB,
TEXHUYECKHE XaPAKTEPHCTHKH

bokc MUKpOOHOJIOrHIecKoi Oe30MacHOCTH

Il knmacca, 'OCT P EH 12469-2010

BHITSOKHOM 1Kad

IIkad cymmnpHBII

IoaaepxuBaromuii remnepatypy mioc (160 + 5) °C

TepmocTater

Hoanepkuparomue pabodyro TeMIEpPaTypy IIIHOC
(28 £2) °C mu wnoc (37 £ 2) °C

ABTOKJIaB 2JICKTPUIECKHH

['OCT 9586-75

CTepunusaTopsl apoBble MEIUIUHCKHE

I'OCT P EH 13060-2011, I'OCT 31598-2012

Jluctumisrop

Ob6nyuarens OaKTePUITMIHBIA HACTEHHBIH

X om0 MIIBHUK OBITOBOM

I'OCT 26678-85

Mukpockor 6MOIOTHIECKHif ¢
MMMEPCUOHHOM CHCTEMOH

AMIIIMQUKATOP C METEKIUEH B PeXKMME
peaNILHOrO BPEMEHHM

TBeproTenpHBIN TEPMOCTAT C JUATA30HOM
TeMIlepaTyp oT KoMHaTHOH 10 100 °C

HacronpHas nesrpudyra s mpoOupok

O6rwemoM 1,5 1 2,0 M1 ¢ yekoperuem 1o 13000 g,
I'OCT 31836-2012

MunnueHTpudyra-BopTeKc s MpoOUupoK

O6vemoMm 0,2; 0,6; 1,5 1 2,0 M

MaruuTHBIH IITATUB SIS IPOOUPOK

O6wemoM 1,5 1 2,0 M

[InanmeTs! KynbTypanbHbIC
HIOJIUCTHPOJIOBBIC

96-yHOUHBIE, 12-1yHOYHEIE

IIpo6upKy ONTHYECKHU MPO3pAYHEIE

Bmectumocteio 0,2 M

[InanmeTs! 96-1yHOYHEIE
nojunponuneHossie s TP
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HanMenoBaHre BCIIOMOraTeNIsHOTO
000pyaOBaHMS U MATEPHAIIOB

O603HaucHNE U HAUMEHOBAHUE JOKYMCHTOB,
TEXHUYCCKUE XapaKTCPHUCTUKA

IInenka s 3akiaeuBaHus 96-TyHOIHBIX
wianwertos gy [P

HaxoHnedHHKH 1)1 aBTOMaTHYECKUX
J03aTOPOB ¢ QUIbTPAMHU

MuxkpoueHTpuyKHble TPOOHPKHU

O6bemoMm 1,5 1 2,0 M

JIyna ¢ ysenuyenueM x10

I'OCT 25706-83

ITpobupku tunos I11, 112

I'OCT 25336-82

CnupToBKH 1a00paTOPHBIE CTEKIISIHHEIE

I'OCT 23932-90

Yamku 6uonornueckue (Iletpn)

I'OCT 23932-90

Boponkyu KoHyCHEIE

I'pyma pe3unoBas

Juamerpom 40 — 45 mm, 'OCT 25336-82

Ietna GakTepuonornyeckas

Mapig MeaunuHCcKast

I'OCT 9412-2021

Bara MCOUITHHCKA] THTPOCKOIMMYCCKaA

I'OCT 25556-2022

bymara ¢unsTpoBanbHas nabopaTopHas

I'OCT 12026-76

TecT-00BEKTH U3 Pa3IMUHBIX MATEPHAIIOB

PaszMepom 5x5 cm

MenunuHcKHe TeCT-U3AeIus (Harpumep,
NUHUETH], KOPHIAHTH, [IITATENH,
pE3UHOBEIE TPYOKH)

LIITaTuBEI 11t IPOOUPOK

Mapressie canderku

5x5c¢cm

Onruyeckuii cranaapT MyTHOCTH Ne 20,
Ne 10

Jlencutomerp

HepanKH MEIUITMHCKHC

I'OCT P 57397-2017

buoxummuueckue cucreMs! AACHTHPUKAIIUIH
MHUKPOOPTaHU3MOB HJIH
0aKTepHOIOTHIECKHE
ABTOMATU3UPOBAHHBIEC AHATTM3ATOPEI

Hpnmeqaﬂne: AOMYCKAETCH

HCNOJIB30BaAHUE

BCIIOMOraTe/IbHOTO  000pyJ0BaAHMSN

MATEPHAIOB ¢ AHATOTHYHBIMH HWIH JYYMIHUMHA TEXHHYECKHMH XapaKTePUCTHKAMH.

Tabmuna 3
PeakTHBBI H UTaTeNbHbIE CPe/IbI

HaumenoBauue PCAKTHUBOB ¥ TIUTATCIIBHBIX CPE]

O6o3HaueHNe ¥ HAUMEHOBAHHUE JJOKYMEHTOB,
TEXHUYECKHE XapaKTePUCTHKU

Arap MHKpOOHOJIOTHYECKUIA

I'OCT 17206-96

Bona JUCTHJUIMPOBAaHHAs

I'OCT 6709-90

Croupt >TH0BBIN peKTHQUKOBAHHEI

I'OCT P 56389-2015

Harpuii xJ10pucThIii, X1

I'OCT 4233-77

CrupT TWIOBBIN TEXHUTIECKHH

I'OCT P 55878-2013

AneToH-cuproBas cMech 1:1

BOL[OHpOBOHHaSI BOJia CTCPUIILHAA

Tuocynbbhar HaTpust

I'OCT 27068-86

Teuu-80

I'metunuu

Lucrenn

Canonuy

Cynsthonon

IIupocymbdur (MeTabucyisdpur) HaTpus

I'OCT 11683-76

HHaKTI/IBI/IPOBaHHaSI JJomajHas CbIBOPOTKa

Habop ams okpacku o ['pamy (pacreop
reHuMaHa ¢uoneToBoro, pacteop Jlorons,




O603HaueHNe 1 HAMMEHOBAHKE JOKYMEHTOB,

HaunmenoBanue PEaKTHBOB U MATATC/IBHEIX CPE/
TEXHWYIECKHEC XapaKTCPUCTUKU

pactBop dykcuHa [{us)
ITutaTenpHbIe CPEB I KYIbTUBUPOBAHUSI ['OCTISO 11133-2016

MHKPOOPraHU3MOB, HalIpuMep, OyITLOH U arap
MsconenTouusrit, ' PM, TC
Heiirpamusyromuii 0yiboH v arap no Au-Uuarma | -
Kommutekt pearedros s Beraenenus JHK -
['otoBrie cMecu juis npoBeaenus TP B pexaive | -
peanbsHOro BpeMeH! ¢ ¢uIyopecleHTHO-
MEUYEHBIMH 30HAaMHI
Boja nenonnsupoBanHas, cBOO0HAas OT HyKieas | -
IIpaiimMeps! 1 (iryopecrieHTHO-MEUEHbIE 30H/IbI -
IIpamevanne: 0IyCKaeTcsi MCNOJB30BAHHE APYTHX NHTATEIbHBIX Cpel H PEAKTHBOB €
AHAJIOTHYHBLIMH XapaKTEePHCTHKAMH.

4.2. IlonrotoBKa KyJabTypbl MUKPOOPraHU3Ma.

MuKpoopranu3Mel KyJIbTUBHPYIOT Ha CIIEAYIOLINX TUTATENBHBIX Cpefax:

- OakTepuy — Ha Ka3eMHOBOM OyJNbOHE, MSICO-TIENTOHHOM OylIbOHE, Ka3eHHOBOM
arape, MACO-NEeNTOHHOM arape MM JpyruxX IUTAaTeIbHBIX Cpeax, NMpeaHasHaYeHHBIX
JUI  KyJIbTUBHPOBAHHUS ONpPEIEIeHHBIX BHAOB OakTepuil INpU TemIepaType ILIoC
(37 1) °C B Teuenne 18 — 24 u;

- M. tuberculosis, HeTyOepKyne3Hble MUKOOAKTEPHH, BhIJEICHHbBIE OT OOIBHBIX U
13 O0OBEKTOB HEIIOCPENCTBEHHO B MTAaHHOM YUpEeXIEHWH — Ha cpefe JleBeHInTeiina-
WNencena, ®dunna 2 Wix aHATOMHYHOI cpene npu temmneparype miatoc (37 £ 1) °C B
TeueHue 7 — 28 cyTok;

- tpubsl pona Candida — Ha 6ynbone Cabypo, arape CaOypo UaM aHATOTHIHBIX
NUTATENBHBIX Cpefiax npu remneparype mmoc (27 &+ 1) °C B Teuenue 2 CyToK.

4.3. IIpurotoBiieHne MUKpOOHOMN B3BECH.

Jlyist IPUroTOBIEHKsT MUKPOOHOMH B3BECH KYJIBTYPY CMBIBAIOT C arapa CTepUIIbHOMN
BOJONPOBOJIHOM BOJON UM CTEPHIIBHBIM (DU3HONIOrHYECKHM pacTBopoM. [lomydeHHy0
B3BECh (QUIBTPYIOT Yepe3 CTepPHNBHBIH BATHO-MApieBbli (MIBTD ¥ Pa3BOIAT
CTepHJIBHONH BOJONPOBOJHONW BOJOM WM CTEPUIIBHBIM (DH3HOTIOTHYECKUM PACTBOPOM
1o koHueHTpauun 2x10° kietok B 1 cM?, cooTBeTCTBYIOMIEH 110 MyTHOCTH 20 equHUIAM
MYTHOCTH OTpacjieBOro crangaptHoro obpasma OCO 42-28-84 — 11 (20 ME) umu
6,5 — 6,7 emuHMnaM To cTtaHaapty Max-DapnaHia, onpenensieMbIM C MTOMOIIBIO
AeHcuToMeTpa. Jlnsd KOHTAaMHMHAIMM MEAWIMHCKHX H3/ENMUi TOTOBAT CYCIIEH3MIO
1x10° kmetok B 1 oM, COOTBETCTBYIOLIEH II0 MyTHOCTH 10 enMHHMIIaM MYTHOCTH
OTpacyieBoro crangaaptHoro obpasma OCO 42-28-84 — 11 (10 ME) wumm
3,3 — 3,5 enuHunam no crargapty Mak-®Papnanga.

4.4. ITpurorosnenue padouux pactsopos JIC.

Pabounii pactBop JIC roToBAT C COOGIIOAEHHEM Mep MPENOCTOPOKHOCTH B
COOTBETCTBHM C PEKOMEHJALUSIMHU, U3JI0KEHHBIMU B IHCTPYKIUH.

Ecmu JIC npeacTapiieT 0nacHOCTS NPU WHIAISLMOHHOM BO3IEHCTBUH, PACTBOPHI
FOTOBAT B BBITSDKHOM IIKady HIM B OTJEJIBHOM IOMEIIEHMH, O0OOpYIOBAaHHOM
IPATOYHO-BBITSDKHON BEHTHJIALMEH, C 3alUTOH OPraHoB [bIXaHHS PECIUPATOPAMH,
KOXXHY PYK — BJIarOHENpOHULIAEMBIMH MepYaTKaMH, IJ1a3 — 3alMTHEIMYA OYKaAMH.

4.5. IlpuroToBieHue HeHTpaU3aTopa.
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Jnst wedtpanuzanuu gedcreyromero Bemectsa (maiee — JIB), KOTopoe MOKET
OBITh MEPEHECEHO ¢ MaTEePUATOM TeCT-00BEeKTa TP €ro IOCeBe B MATATENbHYIO Cpely,
HCIOJB3YIOT HEATpPaAM3aTop — BEIIECTBO, KOTOpOE YycTpaHseT (HedTpainsyer)
ACUCTBHE XUMHYECKOr0 areHTa Ha MHUKPOOHYIO KIETKY, HO He YyOHMBaeT M He
3aJIepXKUBACT POCT TECT-MHKpoopranusma. B kadecTBe He#trpamuzaropos mnsa JIB u3
Pa3IUYHBIX XUMUYECKUX TPYNI IPHMEHSIIOT :

- JUIS TaloOMJIAKTUBHEIX (XJIOp-, OpOM- M HOZAKTUBHBIE) W KHUCIOPOAAKTHBHBIX
(mepeKuch BOAOpPOMAA, €e KOMIUIEKCHI C COJISAIMH, HaayKCycHas KMCIIOTa, O30H) —
0,1 — 1,0 % pacTtBOpHI THOCYNB(hATA HATPHS;

- and YETBEPTUYHBIX aMMOHHEBBIX couieit (rampumep,
ANKAIIMMETHIOEH3UIAaMMOHUH  XJIOPUJT, JUACHMIIAMETHIAMMOHUIM XIOpH]), aMUHOB,
NPOU3BOAHBIX TyaHUIWHA (HAIPHUMED, IOIMIeKCAaMETHICHIyaHUANH THAPOXJIOPUI,
XJIOPreKCUINH OUIIIOKOHAT) — YHUBEPCANbHBIA HelTpanusarop, cogepxxammii Teun 80
(3 %), canonns (0,3 — 3,0 %), ructumus (0,1 %), uucreunn (0,1 %);

- AL anbAeruaoB  (IIyTapoBBIA  albleruj, TIHOKCallb, (OPMaIbIETHL,
opro¢rainessiii anpaerua) — 1,0 % pactsop nupocyisdura (MeTabucynbpuTa) HaTpHs
HJTH yHUBEPCAJBHBIN HeWTpanu3aTtop (CM. BhIlIE);

- I KACJIOT — I1I€JI0YM B SKBHBAJIEHTHOM KOJIMYECTBE;

- JUIS IeN0Yer — KUCIO0ThI B 3KBUBAJICHTHOM KOJIHYECTBE;

- I CIUPTOB — BOJA;

- 1151 KOMIIO3ULIHOHHBIX CPEJICTB — YHUBEPCAJIBHBIA HEHTpamu3aTop (CM. BBILIE).
Ecnu B cocTas cpeicTBa BXOAAT OKUCIUTENH, B HEATPAIN3aTOP AOIOIHUTENFHO BBOAST
tHocynbdat Hatpus (0,1 — 1,0 %).

Kak anpTepHaTHBa yHUBEPCAIEHOMY HEHTPAIM3aTOPy MOXET OBITh HCIOJIb30BaH
HEHTpanu3yoWui nuTaTensablil OynpoH unn arap mo Ju-Muru.

IIpurorosiieHye U CTEPUIM3ALUIO YKa3aHHBIX [TUTATENBHBIX CPEN OCYHIECTBIIIOT
B COOTBETCTBUM ¢ MIHCTpyKLHEH.

4.6. Bpibop TecT-00BEKTa, HCHONB3YEMOro MJis OLEHKH YyBCTBHTEIbHOCTH
BBIIEJIEHHOIO IITaMMa MUKpPOOpraHK3Ma.

Beibop TecT-06bexta 3aBucuT ot HasHadenus JIC. Ilpm onpenmeneHuu
YyBCTBUTEJIBHOCTH BBIIEIEHHOTO mMTaMMa MUKpoopranusMa K JIC, npennasHaueHHOMY
a1 obe33apaXMBaHUs IOBEPXHOCTEM B IIOMEINEHUAX, B Kad4ecTBe TecT-00beKTa
UCNOJB3YIOT Ppa3sIuYHble MaTepualbl, HalpUMep, JMHONIEYM, KaenbHYI0 IUIMTKY,
IIACTHK, CTEKNO, pasHe (He MeHee 3 BUIOB).

IIpu onpenenenny 1yBCTBUTENBHOCTH BbIAEIEHHOTO IITAMMA MUKPOOPraHH3Ma K
JIC, npennasHaueHHOMY A 00e33apaKMBaHUS MENULMHCKUAX W3IENHHA, B Ka4ecTBeE
TECT-00BEKTOB MCHOJNB3YIOT MaTEePUAlIbl, U3 KOTOPBIX U3rOTOBIEHBI M3Jenus (CTEKIIO,
METAaJlIbI, IJIACTMACCHI, PE3HUHBI).

Ilpu onpenenenny 4yBCTBUTEILHOCTH BBIAEIEHHOrO INTaAMMa MUKPOOPraHU3Ma K
JC yHuBepcanbHOro Ha3sHAa4YeHUs BBIOUPAIOT IS OUEHKHM Y4yBCTBHTENBHOCTH PEKHMBI
obe33apaxuBaHus 0OBEKTOB Pa3HBIMH CHOCO0AMH: CIIOCOOOM MPOTHPaHHs (HampHMep,
MIOBEPXHOCTH) M NOTPY XKEHUs (HapuMep, METUIIMHCKIE U3EIHs).

2 ITynkr 3.1.6 P 4.2.3676-20 «Metoast 1abopaTOpHEIX UCCIIEI0BAHNI 1 UCIIBITAHMIA ne3nH(PEKITMOHHBIX
CPEACTB /11 OLEHKH HUX J(PeKTHBHOCTH U 0€30IIaCHOCTHY, YTBEPIKIEHHOIO PYKOBOJUTEIEM
OenepaibHol ciykObl 110 HAA30Py B cepe 3amuTsl OpaB MOTpebUTENEM 1M GIArONONYUIHsS YETOBEKa,
['1aBHBIM rOCYIapCTBEHHBIM CaHUTAPHEIM BpauoM Poccuitckoit ®enepanun 18.12.2020.
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[Ipy ucnoip30BaHUM U1 OLEHKH YYBCTBUTEIBHOCTH YIPOINEHHOTO METOIa B
Ka4eCTBE TeCT-00beKTa MCHOoNb3yIoT 4damky [letpum m3 crekna wiu mnactuka. [lpm
BBIOOpE METOJIOB «B» M «I» UCCIIEJOBAaHUS IPOBOJAT Ha ITOTUCTHPOJIOBBIX MJIAHIIETAX.

4.7. Ouenka 4yBCTBUTEIBHOCTH BBIACIEHHOTO IITaMMa MuKpoopranusma Kk JIC,
npeaHa3sHa4YeHHbIM IJI 00e33apaXnBaHUS TTOBEPXHOCTEH.

IIpu mpoBeneHHH HCCIIENOBAaHHMI HCIONB3YIOT TECT-O0BEKTHI pazMepoM 5x5 cm
U3 pa3Iu4HbIX MaTepUaloB, HO He MeHee 3 BHOB.

B xauecTBe TECT-MHKpPOOPraHM3Ma HCIIONB3YIOT MUKPOOPraHHW3M, BBIACIEHHBIH
OT OOJBHOIO MIIM C IOBEPXHOCTH OOBEKTa BHYTPUOOIBHUYHON Cpembl. DKCIEPUMEHT
IIPOBOAST MOCJIE MISHTU(UKALUY MUKPOOPTraHU3Ma U IIPOBEPKU YUCTOTHI KYIbTYPHI.

TecT-00bexTHl  mepen  KOHTaMUHALUMeH  MUKpPOOPraHW3MOM  IOABEPTaroOT
MEXaHNYECKOH OYHUCTKE — MOIOT BOJOH C MBUIOM U IIETKOMH, 3aTeM BBICYINIUBAIOT TIPH
KOMHATHO# TemIeparype M aBTOKIaBupytloT. Ilpu ucnonp3oBaHHM TecT-00bEKTOB, HE
YCTOMYUBBIX K aBTOKJIABUPOBAHMIO, JIOIIycKaeTcs X oOpaboTka ¢uamOMpoBaHHEM C
IIOMOILBIO CMOYEHHOTO B CIIUPTE FOPSILIEro BATHOTO TaMITOHA.

TecT-00BeKT MoMealOT Ha IHO CTEpUIbHOW uariku IleTpu u pacmomnaraioT Ha
11abopaTopHOM CTOJe B MHUKPOOHOIOTHIECKOM Ookce  WIH Ookcax
MHKpoOuosorndyeckoii OesonacHoctu Il kmacca Ha mommoHax ¢ canderkaMmu,
CMOYEHHBIMH AE3HHOUIUPYIOUMM pacTBopoM. IIunerkoit Hanocar Ha Hux 0,1 oM’
MHUKpOGHOMN B3BecH ¢ KoHueHTpamued 2x10° kietok B 1 cM’ (Iomans MOBEpXHOCTH
25 cM?), paBHOMEPHO pPacIpeeNsaoT ee 1O OBEPXHOCTH CTEPHUIBHBIM IINATENeM, He
IOMyCKasi CTeKaHWsd CYCIIEH3WH 3a Mpejelsl TecT-o0beKTa, 3aTreM IOICYIOHBAIOT,
NpUOTKpBIB 4Yaliky IleTpu (0 MONHOTO BBICHIXAHUA) MPH TEMIIEPAType IUIFOC
18 — 22 °C n orHocutenbHOi BiaxkHoctu 40 — 60 %, mocne yero o6GpabaThiBarOT
pactBopom JIC.

O6pabotky TecT-00BekTOB pacTBopoM JIC mpoBoasT crnocobaMu MpPOTHPaHHUS
MUY OpOLIEHHs (B 3aBHCHMOCTH OT peKOMeHIalui, U370XKeHHbIX B MIHCTpyKInQ).

Ilpu oOpabotke cmocobom mporupanuss mepen Haneceuwem JIC Ha
KOHTaMHUHUPOBAHHBI TECT-00BEKT IIOMEIAIOT CTEPUIIBHYIO MapjeBylo cal(eTKy
pazmepoM 5x5 cm ais npenorepamenus crekanus JIC, zatem Hanocsar JIC ¢ moMomisio
MUIETKH M TIPOTUPAIOT TecT-00beKT 3Tol canderkoit. Ilpu oOpaboTke crocobom
OpOLICHUsl JEe3MHMUUUPYIOUIMA pacTBOP HAHOCAT C IIOMOIIBIO PACHBUIMTENS C
nozaropoM. KoimdecTBo HaHOCUMOro [Ae3MHGUUUPYIOIIEr0 pacTBOpa 3aBHCHT OT
pEKOMEHlyeMOH HOPMBI pacxo/la, yKa3aHHOH B HHCTPYKIIMH 110 MPUMEHEHHUIO CPeICTBA:
HaIpUMep, eclii HopMa pacxoaa coctasisteT 100 Mi/M?%, To Ha 06BEKT pasMepoM 5x5 cM
nanocsar 0,25 cm® cpeacTsa.

[locie OkOHYAaHMS 3KCHO3WIUM YAIIKH C TecT-00beKkTamH 3aiuBaroT 10 cMm
pacTBOpa HelTpanmsaTtopa, cCOoOTBeTCTByromero aanHoMmy JIC, B [elaroT HECKOJILKO
KpYrOBBIX [BW)KEHHH 4YaIIKOH [UI1 JIy4Ilero cMadyuBaHUs TecT-o0bekTa. UYepes
HECKOJIbKO MUHYT CTEPWIBHBIM MHHLETOM II€PEeBOPAUMBAIOT TECT-00BEKT U MOBTOPSIOT
Kpyrosele nsmxeHus. [locne xoHTakTa HeifTpanuzaropa ¢ TecT-0OOBEKTOM B TEYEHHE
10 MuH CHOBa J1€1aI0T HECKOJIBKO KPYTOBBIX ABMDKEHHUN HalKOU, 3aTEM CTEPUIIBHBIM
OUHIIETOM YIAJSI0T TecT-O0BEKT M3 YallKH H COpachlBalOT €ro B €MKOCTH C
Ie3NH(GUIUPYIOIUM PACTBOPOM C LIENbIO TabHelIero obe33apaxnBaHusl.

Heiitpanusarop u3 vamxu IMetpu 3acesaror (Ha 2 — 3 gamku mo 0,1 — 0,2 cv® B
Ka)X/IyI0) Ha TBepAble AU((epeHInaTbHO-IUarHOCTHIeCKHEe IUTAaTeIbHEBIE CPeIbl JIHO0
3aJIMBAIOT YallKy C HEHTPAIU3aTOPOM PACTOILUIEHHBIM U OCTYKEHHBIM JI0 TEMITEPATyPhI

3
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mwnoc 45 °C arapom. Ilocie 3acTeiBaHusI arapa IOCEBBI MOMEINAKOT B TEPMOCTAT M
KyJIbTUBMPYIOT IIPH ONTUMAJbLHOM TeMIeparype, HeoOXOOuMo#l uis pocTa IaHHOTO
MHKpoOpranusma: s 6akrepuit — mpu mmoc (37 £ 1) °C no 48 1; s MukobakTepuit —
npu mwmoc (37 £ 1) °C B tevyenne 21 cyTok; mmt rpuboB popa Candida — npu mmoc
27 £ 1) °C mo 10 cyrox. bomee muutensHble CpPOKH KYJIBTHBUPOBAHHUS
MHKPOOPTaHU3MOB IOCIIE BO3JeHcTBUsA pacTBOpoB JIC peKoMeHIyloTCs AJIA JIYYIIEro
BOCCTaHOBJICHHS] UX JXU3HECIIOCOOHOCTH U CHITHS OaKTEPUOCTATHYECKOTO e CTBHUS.

KoHTposbHbIe TECT-00BEKTEI 00padaThIBAIOT TaK XKe, KaK U OMNBITHBIE, HCIIOJb3Y
BMecTO JIC cTepHIIbHYIO BOJAOIIPOBOAHYIO BOAY.

Yuer pe3ynbTaTOB IPOBOAST IMYTEM OIEHKH OCTATOYHOH 00ceMeHeHHOCTH
moBepxHocTed mocne ob6bpabotkm pactBopoM JIC B BeiOpanHoM pexxume. Ilocie
oJcyeTa KONMYECTBA BBIPOCIIMX Ha dYamkaxX IleTpu KOJIOHHH pacCYHUTHIBAIOT
IIOTHOCTh KOHTAMUHALMH 25 cM’ [OBEpXHOCTH U 3((GEKTUBHOCTL 00e33apaKuBaHus,
INPUHUMas KOJTMYECTBO KOJIOHHMH, CHATBIX C KOHTPOJBHBIX MoBepxHOCcTel, 3a 100 %.
D¢ HeKTUBHOCTL 00€33apaKUBaHUS PaCCUUTHIBAIOT O hopmyite (1):

X =100 — = - 100, (1)

rae; X — 3(ppeKTUBHOCTh 00e33apaXKuBaHus;

O — KOJIMYecTBO MUKPOOHBIX KJIETOK Ha OTBITHOMN IMOBEPXHOCTH;

K — xon4ecTBO MUKPOOHBIX KJIETOK Ha KOHTPOJIBHON MOBEPXHOCTH.

Ipumep pacuera. C 25 cM? KOHTPOJIBHOM OBEPXHOCTH CHATO 148000 MEKPOGHBIX
KJIETOK, a C aHaJOrMYHOI0 BHJA ONBITHOM IOBEpXHOCTH — 20 MHMKPOOHBIX KIETOK.
OddektuBHOCTL 00e33apakuBaHus mpH atom: 100 - (20/148000 x 100) = 99,986 %.

Ecnu rubens MHKpoopranusMa Ha oOpabOTaHHBIX MOBEPXHOCTAX COCTABIISAET
99,99 % u Gojee, BBIICICHHBIN OCIUTANBHBIA ITAMM CUMTAIOT YyBCTBHTENLHBIM K
neicteuro JIC, ecimm menee 99,99 % — cumrtaror ycroiuumBeiM K gamHOomy JIC B
HCCIIeNyeMOM PeXHUMe IIPUMEHEHHS.

Hcxons U3 noay4eHHbIX pe3yIbTaToB, BBIIAIOT PEKOMEHIAIMH [0 HajbHelIeMy
ucnons3oanuto JC nns neamndexiuu B MO:

- IpH YCTaHOBJIEHUH YyBCTBUTEIBHOCTH TOCIHUTANBHOTO mTaMMa
MHUKpoopranu3mMa K aeicTsuio JIC B kakoM-1100 U3 peKOMEHIOBAHHBIX B HHCTPYKIIHH
10 IPUMEHEHHIO CPEJICTBA PEXHMMOB, CPEACTBO B JaHHOM peXHMe (PEXKUMaX) MOXKHO
IPUMEHATD JUIs 00e33apaKuBaHus MOBEPXHOCTENH;

- B TOM Cillyyae, KOrjja YCTaHOBJICHAa YCTOWYHBOCTH IOCHMTAIBLHOIO IITAMMA
MHKpoopranusMma K jgedictBuio JIC B HCHBITaHHOM peXXuMe npuMmeHenus, nanHoe JIC
pEKOMeHAyeTCst 3aMEHUTh Ha Apyroe, 3G GeKTHBHOE B OTHOIIEHUH JAHHOrO IITAMMA.

4.8. Ouenka 9yBCTBUTEILHOCTH BBIJEIIEHHOTO LITaMma Mukpoopranusma k JIC,
npenHa3HaYeHHBIM I 00e33apaKMBaHUA MeAUILIMHCKUX W3JEIHA.

B kauecTBe TecT-U3AeNMIl UCHONB3YIOT CTEPUJIbHBEIE MEAMIUHCKHME M3JEIUA M3
pasnuYHBIX ~MaTepualioB (MeTall, pe3dHa, IUiactMacca, crekno). I[lepedens
MEIUUMHCKUX U3JIENNHA U3 METAIUIOB, B3STHIX B 9KCIIEPUMEHT, BKIIFOYa€T HHCTPYMEHTEI,
uMeromue (HanpuMep, KOPHIAHT) M HE MMEOIIHe 3aMKOBBIX YacTed (Hampumep,
IUHIETHI, MITATEIHN ).

B kadecTBe TeCcT-MHKPOOpPraHU3Ma WCIOJB3YIOT BBIAEIEHHBIH OT GONBHOIO MK
13 00BEKTOB BHYTPUOOIBHIYHOU Cpe/ibl ITAMM MUKPOOPIaHH3MA.
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Hspenus pasMemaror B JOTKe (Ha DHOJJOHe) Ha JaOOPATOPHOM CTOJIE
MHKpoOHooruyeckoro 0Ookca wnd 0OoKca MHKPOOHOJIOTHMYECKOH Oe30MacHOCTH
IT kacca.

Ha nmoBepxHOCTH TecT-u3zenus (y 3aMKOBBIX MEIULMHCKUX U3Ae/ui — B 001aCTh
3aMKa, a IIPY HAJTWYMH KaHAJIOB M II0JOCTEH — TakkKe B KaHaJl M3/ENHA) C MOMOIILIO
NEIeTKH HaHocsT mo 0,1 cM’ CyCIeH3MH TecT-MMKpOOPraHM3MOB C KOHI[EHTpalmeil
1x10” kmetok B 1 cM’, copeprxameit 40 % MHAKTUBMPOBAHHOMN JIOIIATHHON CHIBOPOTKH,
JJIL MMATALMKA OPTaHUYeCKOro 3arpA3sHeHus. TecT-u3nenus moACyIUBaOT JO I10JIHOTO
BBICBIXaHHUs IpH TeMmneparype mmoc 18 — 22 °C u otHocuTensHOR BiaxHoctd 40 —
60 %. Menkue TecT-U3AENMA NOTPYXXAIOT B yKa3aHHYIO B3BECh TECT-MUKPOOPIraHHU3Ma
Ha 15 MUH, 3aT€M MX U3BJIEKAIOT U IOACYLIMBAIOT MPH TeX )K€ YCIOBHSIX (/0 IIOJHOIO
BpicbiXaHus). [Ipu wucmbitanum JIC, obnanmarommx (GUKCHPYIOIUMH CBOWCTBAMH,
KOJIMYeCTBO 100aBisgeMOi CHIBOPOTKH cocTaBiseT He 40, a 5 %, Tak Kak B
WHCTpyKIMSIX K TAKUM CPEACTBAM B NPaKTUYECKUX YCIOBHUSX PEKOMEHAYETCS Nepes
Ae3uH(peKunel MpeaBapuTeIbHO OTMBIBATh U3/ICNINS OT OPraHUYECKUX 3arPA3HEHHIA.

HesuHpuuypyromue pacTBOPbl FOTOBAT Ha CTEPUILHON BOIOIPOBOAHON BOJE.
[Tocne moxcymnBanus KOHTAMHHHMPOBAHHBIE M3[EJHS MOJHOCTBIO IOTPYXKAKOT B
pactBop ucnbITEIBaemoro JIC, 3amonHsas UM Bce KaHaNbl U TMOJIOCTH M3AEIMH, n30eras
oOpa3oBaHHMsl BO3IYHUIHBIX MpoOOK. MHCTpyMEHTHI, MMEIOIIHE 3aMKOBEIE YacTH,
IOTPYXAIOT PACKPBITHIMM, MPEABAPUTENLHO clelaB UMH B pactBope JIC HECKONBKO
pabounx JBHOKEHUH MUl JIydIIero HPOHHKHOBEHMS pacTBOpa B TPYAHOMOCTYIIHBIE
y4acTKu H3Jenuil B ob6nacTu 3amka. TommmHa cnost pactBopa JC Ham u3aenmsMu
nowkaa ObiTh He MeHee 1 cm. [aparmtenbHO [ KOHTPOJIST M3IENHs IOTPYXKAOT B
CTEpPUJIBHYIO BOJOIIPOBOAHYIO BOAY.

Ilocne oxoHYaHHMsS OEe3MH(EKUUOHHON BBIACPKKH H3AENAS M3BIEKAIOT W3
NEe3MH(QUIMPYIOIIEro pacTBopa W MaplieBoil caindeTkoit pasmepoM 5x5 ¢,
IPONMTAHHON HEHTPaIU3aTOPOM, C MOBEPXHOCTH H3IENHS JENAlOT CMBIBBI, 3aTeM
canpeTKy Iomemaror B npoOupky ¢ 10 cM® Toro sxe HeHTpanu3aTOpa H BCTPAXUBAIOT C
Oycamu B Tedenue 5 — 10 wmmH. Kaman wusgenus OpPOMBIBAIOT pacTBOPOM
HedTpanu3aropa. /s onenku 3 dexTHBHOCTH 00e33apakUBaHUsA CMBIBHYIO JKHUIKOCTh
C MOBEPXHOCTH H3JEIUA X M3 KaHajla 3aCeBal0T HAa COOTBETCTBYIOUIME MHUTATEIbHBIE
cpeapl. Menkue M3[enus NOIPY>KalOT B PacTBOp HEHUTpaaM3aTOpa Ha 5 MHH, a 3aTeM
U3JeJIMs IePEHOCST B IPOOUPKH € )KAAKOM MUTATENLHON Cpeoi.

IToceBbl BBIAEPKUBAIOT B TEPMOCTATE IIPH TEMIIEPATYPE, ONTUMAILHOMN I pocTa
TECTHPYEMOr0 MUKpOOprauusma: ajs 6akrepuit — npu mmoc (37 £ 1) °C go 48 u; mis
MukobakTepuii — nmpu mwuoc (37 £ 1) °C B Teuenue 21 cyrok; jis rpubos poxa Candida —
npu mmoc (27 £ 1) °C mo 10 cyrok. Bonee mmurenbHble CPoKHM KyJIbTHMBAPOBAHHU
MHUKPOOPraHU3MOB I1ociie Bo3aeicTBus pacTBOpoB [C pekoMeHAYIOTCS JJIS JIydIIero
BOCCTAHOBJICHHS UX KU3HECTIOCOOHOCTH M CHATHUS OAKTEPHOCTATHYECKOTO JEHCTBHS.

Y4er pe3ynnpTaToB MPOBOJAT [IOCIEe UHKYOAIMH TOCEBOB B TEPMOCTATE, OTMeYas
HaJIMYME UM OTCYTCTBUE POCTAa MUKPOOPTaHU3Ma Ha MUTATEIBHBIX CPeIax.

Ecnm rubens TecTUpyeMOro MHKpOOpraHu3Ma Ha m3genusx coctasisier 100 %
(oTcyTcTBHE pocTa BO BceX Ipo0ax), BBIAENECHHBI TOCHHTAIBHBIH  [ITAMM
MHKpPOOpPraHu3Ma CYHTAIOT YyBCTBUTENBHBIM K gelictButo JIC, ecniu menee 100 %
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(HamnuMe pocTa B 0JHON Hiu Oollee Mpobax) — CUNTAIOT ycToW4MBEIM K nannomy JIC B
UCCIIEelyeMOM PEKUME IPUMEHEHUs.

Hcxons U3 1OJIyYeHHBIX Pe3ylbTaToOB JAIOTCs PEKOMEHJAlUU IO AalbHEHIIeMy
ucnomns3oBanuto JC nns aesundexunu 8 MO:

- IpU YCTaHOBJIEHUH YYBCTBUTEIBHOCTH FOCIIUTAIIEHOTO mTamMa
MHUKpoopranusma K aericteuio JIC B kakoM-nub0 U3 peKoMeHI0BaHHBIX B IHCTpYKIHK
PEXHMMOB, CPEACTBO B [JaHHOM peXHMe (peXxuMaX) MOXKHO NpPUMEHATh s
obe33apa)KMBaHUA MeTUIHHCKUAX U3ENNN;

-B TOM CjlyYae, KOrJa yCTaHOBJIEHA YCTOMYMBOCTH TOCIHMTAIBHOTO INTaMMa
MHUKpPOOPraHu3Ma K HelCTBHIO HccllefoBaHHOro pexxuma npumeHenus JIC, cpemctso
pEeKOMEHYeTCs 3aMEHUTD Ha Ipyroe, 3¢ ($eKTUBHOE B OTHOIICHWH TAHHOTO IITAMMA.

4.9. VYnpouieHHbIA MeTOA OLEHKH YYBCTBUTEIBHOCTH MHKPOOPIaHH3MOB K
Je3UH(QUIMPYIOLIM CpelCTBaM.

B kauyecTBe TeCT-00bEKTa BMECTO CTEKJISIHHBIX MJIH ITACTUKOBBIX MOBEPXHOCTEN
ucnonb3yror yawky [letpu, usroronennsie nmubo u3 crekia, 1ubo U3 miactuka. Ecou
CPEeACTBO IMpeAHAa3sHAYeHO I JAE3MH(QEKIHUH IOBEpXHOCTEd WM MOCYABI, TO Ha
BHYTPEHHIOI MOBEPXHOCTh 4alky [leTpu mmomansioo, Hanpumep, 80 cM® gozaTopom
(mumeTkoit) HaHocsT 0,4 cM® CycneH3WH MHKpOOpraHu3Ma ¢ KOHIeHTparmed 2x10°
KIeToOK B 1 cM’ M paBHOMEpPHO pACHpeNeNAOT ee MO MOBEPXHOCTH CTEPHIBHBIM
mmnareneM. Ecniun JIC npensazHadeHo ans Ne3uMHQPEKIUHA METUIUHCKUX U3IETUN MK
NpeIMEeTOB yXoJa 3a OOJBbHBIMH, TO Ha IOBEPXHOCTh dailku Hanocar 0,1 cm’
CYCTIEH3MH MHKPOOPTaHU3MOB ¢ KoHIenTpaumeii 1 x 10° knetok B 1 e’ ¢ qo6aBIeHreM
40 % MHAKTHBUPOBAHHOMW JIOWIAAMHON chIBOpOTKH. [locie moacyimmBanus o0paboTKy
3apa)X€HHOH  IIOBEPXHOCTH  YallKU TPOBOJAT IO peXUMYy U CHocoOy,
pexoMeHoBaHHOMY B MHCTpyKuMH — (OpomIeHHe, NMPOTHPaHHE WU IOrpy>KeHHue),
coOmoias peKUM U PEKOMEHJ0BaHHbIe HOPMBI pacxoia COOTBETCTBEHHO BHIOPAHHOMY
cmocody ob6paborku. Ilocne OKOHYaHHMS Je3WH(EKIMOHHOW BBIAEPKKHM YAIIKY
3QIMBAIOT 8 CM® pacTBOpa HelTpanu3aTopa, cCooTBeTCTByomero ganuomy JIC u genart
HECKOJIbKO KPYTOBBIX JBIKEHUHN YaLIKOH JUIs JTyYIIEero CMayMBaHUS €€ OBEPXHOCTH.
Uepes ompeneineHHyr0 BpPEMEHHYIO BBIIEPXKKY, HEOOXOOIUMYIO JJs JeldCTBUS
HelTpanu3aropa, Hanpumep, 10 MHH, JKMOKOCTH 3alMBAlOT pACTOIUIEHHBIM H
ocTykeHHBIM 0 45 °C arapom. [ToceBbl BEIIEPXKHUBAIOT B TEPMOCTATE IIPH TEMIIEpAType
U BPEMEHHM, ONTUMAJBHBIX [UI1 pOCTa TECTUPYEMOTO MHKPOOpPraHH3Ma, MOCJE Yero
NPOBOJAT y4ET Pe3yJIbTATOB.

AHanmuz  pe3ynbTaToB IIPOBOJAT  IIyTeM CpaBHEHHUs  KOJIMYecTBa
koJsionueobOpasyromux equaul (KOE), BRIpoCcIIMX HA ONMBITHOM Yallke, B CPABHEHUH C
KOHTPOJIbHOM, KOHTAMUHHUPDOBAHHON aHAJIOTHYHO ONBITHOM H  00paboTaHHOMH
CTEPUIIBHOH BOAONpPOBONHON Boaod. Kpurepuiét »sddekTHBHOCTH — CHHXEHHE
MHKpPOOHOH oOceMeHeHHOCTH He MeHee ueM Ha 99,99 % (npu onenke 3¢ heKTHBHOCTH
obe33apaxuBaHus noeepxHoctei) u He MeHee 100 % (mpu oueHke >(p(HEKTUBHOCTH
o0e33apaXMBaHUsI MEUIMHCKIX U3/IeIIHH, HOCYIBI, IIPEIMETOB YX0/a 38 OONLHBIMM).

4.10. Ouenxa 4yBCTBUTENbHOCTH MuKpoopranusmoB kK JC in  vitro
CYCIEH3UOHHBIM MUKPOMETOIOM.

B wuccnenoBaHMsIX HCHOJNB3YIOT CTEpUJIbHBIE 90-TyHOYHBIE IIAHIIETHI U
aBTOMATHYECKHUE 103aTOPBI CO CTEPHUIIbHBIMHA HAKOHEUHUKAMH.
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Ioaroroeky  pabouero  pactsopa JIC,  HeilTpasmsaropa, KyJbTYphI
MHKpPOOpPIraHU3Ma IIPOBOJAT B COOTBETCTBUH ¢ I.II1. 4.2 — 4.5,

B nepByio nyHky mnanirera BHocat 0,18 cm® pactBopa JIC B MHHHMAaIbHOIM
OakTepHUMIHOH KOHIEHTpaLUHuH, yKa3aHHoi B MHcTpykuuu. Bo BTopyro QyHKY BHOCST
pacTBOp HEWTpanu3aropa, B TPETHIO JYHKY — CTEPHIIBHYIO BOJOIPOBOAHYIO BOJIY B
TAaKOM K€ KOJIMYeCTBe.

3aTeM B IepBYIO JIyHKY, cogepxamryio pactBop JIC, BHocsaT 0,02 cm’ cycniensun
MUKpoopranu3Ma ¢ KoHuentpamuedt 1x10° kmetox B 1 oM’ u TwarensHo
IIEPEMELINBAIOT  COJEPKUMOE  IUIETUPOBAHHEM. BBUIEPKHBAIOT  3KCIO3UIHIO,
yKasaHHy!o B MIHCTpyKIuH A7 faHHOH KOHLEHTPALUH.

Ilo ucreuennu Bpemenu BosgedctBua JIC ¢ momompio gosaropa 0,02 cwm?
COJIEPIKUMOT'O U3 IIEPBOM JIYHKH [IEPEHOCAT B JIyHKY ¢ HEHTpaIM3aTOpOM M TINATEIBHO
NepeMEIMBAlOT, BhlAepkuBaloT 10 MuH, nocie gero 0,02 cM® mepeHOCAT B TpPeTHIO
JTYHKY CO CTEPHIIBHON BOLONPOBOAHOK BoAor. Beimepxusaror 10 MUH M Janee menaror
BbiceBEl 10 0,1 cM’ cOmepUMOro B CTEpHIBHYIO NPOGUPKY ¢ 5 cM® IKuaKoil
OUTATEIbHOM cpeapl U YamKy IleTpu ¢ mIoTHOH nuTaTeNnbHON cpenoi.

Huxy6upyroT nmoceBsl B TepMocTaTe npu Temmeparype mmoc (37 + 1) °C Ha
IUIOTHOM IUTATENBHON cpene: Oaktepun — 24 — 48 u, rpuOBl — 7 CYTOK, Ha KUAKOMN
[IUTATENBHON cpefie — 7 CYTOK.

OueHuBalOT pe3ynpTaThl ONBITA IO HAIWYUIO WK OTCYTCTBHIO pOCTa
MHUKPOOPIaHU3MOB B JKHUIKOW M Ha IJIOTHOW NMUTATEIBHBIX Cpelax: Ha IUIOTHOH cpene
MOACUUTHIBAIOT KOJMYECTBO BBIPOCIIMX KOJIOHHH, IIPOBOJSAT CpaBHEHHE C KOHTPOJIEM,
KOTOPBIM SIBJIICTCSI [IOCEB MUKPOOPTaHU3MOB B IUTAaTeIbHYIO cpeny 6e3 obpadorku JIC.
Hamnymne pocta Ha XMAKOH NUTATENBbHOW Cpele OIMPENeNsioT II0 M3MEHEHHWIO ee
BHELIHEr0 BUJa B CPABHEHUHU C KOHTPOJIEM.

Pesynbrarel McClieIOBaHUN PErMCTPUPYIOT B paboueM kypHaie H 0QOpPMIIIOT B
BUJIE IIPOTOKOJIA.

UyBCTBUTENEHBIM MHKDOOPTaHU3MOM CYHMTAIOT TOT, KOTOPHIA MoruGaer or
BO3/ieficTBUSA BEIOpaHHOH KoHueHTpanuy JIC B Tpex IMOBTOPHOCTSX 3KCNEPUMEHTA MPH
HaJIM4YUU TUIIMYHOI'O POCTa TECT-KYNbTYPBl B KOHTPOJIE.

4.11. Onpenenenne HyBCTBUTENBHOCTH Mukpooprauusmos k JIC in vitro ¢
MCI10JIb30BaHUEM HelTpanusyrolei nurarenbHoi cpeas! mo Ju-Murnm.

B uccnepoBaHuM HCMONB3YIOTCA  12-TyHOYHBIE CTEPHIIBHBIE ILIAHINETHI.
[Tonroroeky pabodero pacrsopa JIC, HeiiTpanusatopa, KyJIbTYpsl MHKPOOPTraHHM3Ma
[IPOBOJSIT B COOTBETCTBUH C I1.11. 4.2 — 4.5,

C nmoMouipio CTEPUIBHON NUIMETKH B JIYHKH 12-IYHOYHOrO ILIAHIIETa BHOCAT IO
0,1 cM’ mukpoGuolt B3Becm ¢ KkoHuenTpamueii 1x10° xrerox B 1 cm’. Jlamee
MOJCYIIMBAIOT B3BECh MHKPOOPraHM3MOB Ha BHYTPEHHEH MHOBEPXHOCTH JIYHKH B
Tedenue 45 — 60 MuH Ipyu KoMHaTHOH TeMuepatype miroc (22,0 + 2,0) °C u BIaXXHOCTH
nomemenus 40 — 60 %. Ilocrne noacymuBaHus B TYHKH MEPBBIX JABYX psaoB — A u B
(OnBITHBIE JIYHKHM) CTepPHJIBHOH IumeTkod BHocaT mo 0,5 cm® pabouero pacTBopa
uccienyemoro JIC B coorsercTBuM ¢ MHCTpyKUHeH, Mocie 4ero BIIEPKUBAKOT BpeMs
OKCTIO3UIIMHU, COTJIACHO HUCIHBITHIBAEMOMY DPEXHUMY JAe3uHOexknuu. B JIyHKH Tperhero
pana — C (KOHTpOJBHBIE JTyHKH) BHOCAT 110 0,5 cM’ cTepuibHOM BOLOIPOBOIHOMN BOIHI.
[To wcrevenun BpeMeHH SKCHO3ULHUH BO BCE JIYHKH IUIAHINETA, BKIIOYAs TPETHIA,
HIDKHUH psit — C (KOHTPONBHBIE JIYHKH), CTEPHIILHOM HHUIIETKOH BHOCAT IO 5 oM’
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HelTpanusyromero OynboHa no Jlu-WIHrmm unm pacTOMIEHHOTO H OCTY)KEHHOIO 10
45 °C arapa no Ju-Murnu. 3atem 12-TyHOYHBIA TUTAHIIET C MOCEBAMH IIOMENIAIOT B
TEPMOCTAT U UHKYOUPYIOT Ipu Temmepatype mitoc (37 £ 1) °C B teuenue 24 — 48 4 Ha
IUIOTHOM NMUTATEIbHOH cpefie ¥ 10 7 CyTOK Ha JKUIAKOHN ITHTATEIILHOU Cpefie.

Pe3ynbTaThl OLIEHUBAIOT [0 HAJIMYUIO MM OTCYTCTBHIO POCTa MHKPOOPIaHH3MOB B
KMIOKOM M Ha IUIOTHOM mnuTarensHo cpenax. CpaBHEHHE NPOBOIAT C KOHTPOJIEM,
KOTOPBIM SABJIAIOTCA HOCEBBI TECT-MUKPOOPraHU3MOB B TyHKax psja C 6e3 o6padotku JIC.

HyBCTBUTENEHBIMU CUYMTAIOT MHUKPOOPTaHM3MBI NIPH OTCYTCTBHH XapaKTepHOTO
pocra MHUKPOOPraHM3MOB B OIBITHBIX JIyYHKaX B TPIWKIBl [OBTOPEHHOM OIBITE H
HalM4YMM XapakTepHOI0 pOCTa B KOHTPOJBHBIX JIYHKaX. YCTOMYHMBBIMH CUYHTAIOT
MHUKpPOOPraHM3Mbl NpH HaJIMYUU XapaKTEPHOIO POCTa B ONBITHBIX M B KOHTPOIBHBIX
JIyHKaXx B TPHXKAHI IOBTOPEHHOM OIIBITE.

4.12. Metoa BBIABIEHHS MOJIEKYJISIPHO-TEHETHUYECKUX MapKepOB YCTOHYHBOCTH
bakrepuii k KIIAB y MuHKpoOpraHu3MoB, IHPKYIHPYIOMMX B MEIUIMHCKAX
OpraHu3alusX.

PaboTel mo mposenenuto uccuemoanuit MetomoM [P ocymecTsisior B
COOTBETCTBUM € METOAMYECKUMH HOoKyMeHTaMu'’. VTHIM3anuI0 MCXOOHBIX CYy6CTPaTOB
U OTXOAOB IIPOBOIAT B COOTBETCTBUM C CaHUTAPHO-3ITHIEMHONOTHUYECKUMHU
TpeGoBanuaAMHE !, a TaxkKe METOAMIECKMMHU JJOKYMeHTaMu ',

Briienenne HyKIEMHOBBIX KUCIOT U3 OaKTepHaJbHOM KyJbTYphl MPOBOJIST B
COOTBETCTBMM C MHCTPYKUMEH II0 NpUMEHEHHIO BBHIOpaHHOro Habopa pearcHTOB.
Ounmennyro JIHK xpaHsaT B TedueHHe Henenu mpu Temmeparype mioc 2 — 8 °C u B
TeyeHHe 1 roga npu remnepaTtype He Bbilne Munyc 16 °C.

IlogroraBnuearoT M MapKUPYIOT HEOOXOZUMOE KOJMYECTBO IPOOHUPOK ¢
ONTHYECKU-IIPO3PAYHON [IIOCKON KPBIIKONA BMeCTUMOCTEIO 0,2 cM® MM IIAHIIET IS
[1IIP. PasMopa)kuBaroT peareHThl M3 HCIOJb3yeMoro Habopa mis mposemerus TTLIP c
(IIyopeceHTHO-MEUYEHbIMH 30HAAMU U TNPHUTOTABIHBAIOT PEaKIUOHHYIO CMECh B

10 MV 1.3.2569-09 «Opranusanus paGoThl 1a6opaTopHii, NCHONBE3YIOMMX METONBI aMIUTH(pUKaIUA
HKYJIEMHOBBIX KHCIIOT IpU paboTe C MaTepHaloM, coepkamum Mukpoopranusmel [-IV rpymm
HaTOTeHHOCTHY, YTBEPXKAECHHEIE pyKoBoauTeneM PenepaibHoil ¢y 661 10 Haa30py B chepe 3aIIUTHE
nmpaB  motpebuTeneli M Onmaromoiydds — dejoBeka, |JIABHBIM  CAHUTApHEIM  BPayoM
Poccwuiickoit @eneparum 22.12.2009.

"' Tnaga X Canllul 2.1.3684-21 «CanHMTapHO->IMIEMHONOIMYECKE TPEOOBAHMA K COAEPIKAHIIO
TEPPUTOPUI TOPOACKHX M CEIbCKUX IIOCENIEHUN, K BOJHBIM 00BEKTaM, IIMThEBOM BOJE U IMUTHEBOMY
BOJOCHAOKEHHMIO, aTMOChEepHOMY BO3OYXYy, IIOYBAM, JKWIBIM IIOMELIEHHsIM, OKCIUIyaTalluy
NPOU3BOACTBEHHEIX, OOIIECTBEHHBIX IIOMEINCHUHN, OpPraHU3AUMHA ¥ [POBEIEHHIO CaHUTAPHO-
IPOTUBOIIMIEMUYECKUX (MPODMITAKTHUECKIX) MEPONPHUITHII», YTBEPKIEHHBIX II0CTAaHOBIECHUEM
I'maBHOTO TrOCymapcTBeHHOTO caHuUTapHOro Bpada Poccumiickoit ®emepammm ot 28.01.2021 Ne 3
(3aperucrpuposano Muntoctom Poccun 29.01.2021, peructpauuonusiit Ne 62297), ¢ u3sMeHeHHAMH,
BHECCHHBIMU [OCTaHOBJIEHUSIMHI ['maBHOTO rOCYAApCTBEHHOTO CaHUTAPHOTO Bpaya
Poccwuiickoit Penepanuu ot 26.06.2021 Ne 16 (3aperucrpuposano Munrocrom Poccun 07.07.2021,
peructpauroHHelii Ne 64146), or 14.12.2021 Ne 37 (3apermctpupoBano MuHiocToM Poccuu
30.12.2021, peructparmorHbiii No 66692), or 14.02.2022 No 6 (3aperucTpupoBaHo MMHIOCTOM
Poccun 17.02.2022, perucrpanmonusiii Ne 67331).

12 MP 2.1.0246-21 «Metoaudeckue PEKOMEHAUMY IO 0DECIIEUEHHIO CAaHUTAPHO-3IHAEMHOIOTMIECKIX
TpeboBaHMI K COACPKAHUIO TEPPHUTOPWI TOPOACKHX W CENbCKHX IIOCEICHWH, K BOXHBIM 0OLEKTaM,
IIMTBEBOM BOJE M IIMTHEBOMY BOJOCHAOKEHUIO, aTMOC(EPHOMY BO3[IYXY, TOYBAM, JKMIIBIM TIOMENIEHUSM,
SKCIUTyaTalldi  IPOM3BOJICTBEHHBIX, OOMIECTBEHHBIX IIOMEMIEHHH, OpraHM3alid K  IPOBEIECHHIO
CaHUTAPHO-IPOTUBONMIEMUIECKUX (mpodmaKTHYECKHX) MEPOTIPHSITHIDY, YIBEPXKICHHBIE
pykopomuteneM deaepansHoi cimyxObl 110 Hagzopy B cdepe 3alIMTBL MpaB morpebureneil u
Omarononmyqusi 4yenoseka, I JIaBHBIM FOCYJApPCTBEHHBIM CaHWTapHBIM BpadoM Poccuiickoit ®enepanuun
17.05.2021.
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COOTBETCTBHHM C MHCTpYKIHe# k Habopy u3 pacuera 0,025 cM® cMmecu Ha ogun obpasern
JAHK. Jlo6aBnsroT K peakLiMOHHONH CMeCH NpalMephl W 30HM JJIs ONpPEAEIeHHOIo reHa
cemerictBa gac u reda 16S pPHK (BHyTpeHHuit KOHTpoib aMmudHuKaiyH) A0
KoHe4yHoi KoHueHTpauuu 0,5 MKM ans kaxnporo mpaiimepa u 0,25 MKM I KaxI0ro
30H7a. HykneoTuinsle nocienoBaTeIbHOCTH IpaliMepoB M 30HIOB IS KaXIOrO reHa
yKa3zaHbl B Tabmuie 4. '

Conepxumoe MpoOUpPKU € PEaKIMOHHONW CMEChIO THIATENHHO MEPEMEIIMBAIOT U
LHEHTPUPYrUpyIOT B TedeHue 3 — 5 ceK Ha MHKpOLEHTpUu(yre-BopTeKce, MOCIE YEro
neperocsaT no 0,020 cM’ peakmHMOHHON cMecH B MpoOUpKM MW mnanmer s TP u
nobapnmor mo 0,005 cm® obpasua JHK B kaxayio ux HEX. B mpobupky
OTpUIATENBHOTO KOHTponsi nobaemstor 0,005 oM’  jnenoHM3MpoBaHHOM  BOJHI,
cBoOOmHONM oT Hykineas. IIpoOMpku 3aKkphIBAalOT, TINATENBHO MEPEMELIMBAIOT
COZIEPIKUMOE U IIEHTPUPYTUPYIOT B TeueHHe 3 — 5 ceK Ha MUKpOLEeHTpudyre-BopTeKce.

Tabnuua 4
INocnexoBaTenbHOCTH NpaiiMepoB U 30HA0OB

Ne| Temm | [locen0BaTeNnbHOCTH IPAMEPOB W 30HI0B
I'pamoTpnnaTenbHbie DaKTEpHH

qacE/EA] | D:5'- CAATAGTTGGCGAAGTAATC -3

1 R: 5' = TGGCTGTAATTATGACGACG -3'

3oua: 5' —FAM - ATCCATCCCTGTCGGTGTT — BHQ1

qacF/L/H | D: 5' - GTTGTAGTTGTGGCTGGCT - 3'

2 R: 5'—= ATGTGCGCTGACCTTGGAT - 3'

3oux: 5' - ROX - CGGGCTTGCGTTCTATTTC — BHQ2

qacG D: 5'-TAGTACCGTCTTTTATCGTCGT - 3'

3 R: 5' - CCGACCAAACTGCGTAGGCG - 3'

3on: 5' —HEX - TACGCTGCTGCTTTTTATTTC — BHQ1
I'paMnonokuTeIbLHBIE HaKTEPHN

qacA/B D: 5' - CTGGCTTATACCTATTACCTA - 3'

4 R: 5'-TCCAACTAAAATTAATGCTAAAG -3

3osa: 5'— HEX - CGATTTGGACCGAAAATAGTGTTAC - BHQI

qacC (smr) | D: 5'—= AGTAAAACAATGCAACACCTAC -3’

5 R: 5" - ATACTATAGTTATTAGATTTATTTG - 3'

3ona: 5'-FAM - TTAGTCTTAACAACCGTAGTCTCAAT — BHQI

qacG D: 5' - CAATAATCTCAGTTATCGTTTTTAAA - 3'

6 R: 5" CTTTCTCCAAATACATTTAAGAG —3'

3oux: 5' —FAM - CTATTGGCTTAATTGTTATAGGTGTAGT — BHQ1

qacH D: 5'-CCAACTATAACAACAATCATTTCA - 3'

7 R: 5'- AACCTGMCCAACTTGCGTAAG - 3'

3oux: ' —HEX - AGTAAAACTATGCAACATTTACCACTTA — BHQ1

qacJ D: 5 - AATAATAGGAACTAGTTTCTTAAA - 3'

8 R:5'-TAAATATTTCATAGTTACACTTAAA - 3'

3oua: 5' — ROX - AGCAGAAGGRTTTACAAAACTTTGGC — BHQ2

BryTpeHHHRiT KOHTPOJIb aAMIIHpUKATHH

16S pPHK | D: 5' - CAGCAGCCGCGGTAATAC - 3'

9 R:5'- GACTACHVGGGTATCTAATCC - 3'

3ona: 5'— Cy5-5'—- TGTAGCGGTGAAATGCG — BHQ2'
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ITpoOupkK ¢ peakuuoOHHOI CMEChIO MEPEHOCAT B aMIUIM(GHUKATOp C JeTeKUMel B
peXxuMe pealbHOro BpeMeHH. AMIUIMGUKAIUIO MPOBOIAT C YYETOM PEKOMEHIAIUN K
ucnoie3yeMoMy Habopy peaktuBoB s TP (tabmuna 5).

Tabnuua 5
Hapamerpbl nporpamMmMsbl aMILIHPHKAUNH
I5E 2 mun* 1 nux
95° C 15 cek
56°C 2 38 mukiaoB
(cYUMTHIBAHKE CUTHAJIA )
72 °C* 20 cex
ITpumedanue: * ¢ yderom pekoMeHAAIMU K Habopy peakTuBoB mus ITLIP.

Hcmonp3yror 2 Kanana geTexuuu Ui Kaxkgoro oopasma JJHK — FAM u Cys,
HEX u Cy5 unn ROX u CyS5, B 3aBHCHMOCTH OT BBISBISIEMOr0 I'eHa ceMeicTBa gac
(cM. Tabnuiy 4). Pe3ynbraThl TECTUPOBAHUS HHTEPIIPETUPYIOT COrIacHo Tabuie 6.

Tabnuma 6
HWurepnperanus pesyiabratos ITIP
3nauenus Ct
Obpazern (moporosoro uukia ITLP) Wurtepnperanyst
Kananel FAM, HEX, ROX | Kanan Cy5
Orpunareneneiid| BeT 3Hadenns wm Ct > 30 | Her 3Hadenus |Crerpduueckas KOHTAMHAHAIMS
KOHTPOJIb wi Ct> 30 |orcyTcTBYyeT
Ct<30 Ct<30 Cnemuduaeckas KOHTAMHHALINA.
TpebyeTcs noBTOp aHAIN3a UM 3aMeHa
pEaKTUBOB
Uccnenyemsrit Ct<30 Ct<30 IIprcyTcTBHE COOTBETCTBYIONIETO reHa
obpaser HET 3Ha4eHUs Ct<30 OT1cyTCTBHE COOTBETCTBYIOIIETO I'eHa
um Ct > 30
HET 3HAYEHUs Her 3HaueHus |Henocrarounoe komuectro JIHK wmim
wm Ct > 30 wm Ct>30 |urrubuposanue peakunn. TpeOyercs
ITOBTOP aHaJIM3a JaHHOTO 00pasiia,
HauyuHas ¢ yrana seyienenus JJHK

['ocnuTanbHele IITaMMBL, y KOTOpPBIX OBUIM OOHapy)KeHbI TeHBI ceMeiicTBa gac,
paccmaTpuBaroTCs Kak noTeHuuanbHo ycTtoiuuBeie k KIIAB, uro pexomeHmyercs
HOJATBEPKIAATh pe3yjbTaTaMU OLIGHKM MX 4yBcTBUTedbHOCTH K JIC ¢ momolnsio
OaKTepHOIOTHIECKOTO aHAJIN3a.

V. Odopmiienne pe3yibTaTOB HCC/1€I0BAHUIA

5.1. Pe3ynprarsl OLEHKHM  YyBCTBUTEIBHOCTH  BBIIECICHHOIO  IITaMMa
MuUKpoopranusma K jeiicteuro [IC pekomeHnayeTcs opopmisTh B BHIE IIPOTOKOJIA, B
KOTOPOM Iiesieco00pa3Ho yKa3blBaTh CAEHYIOIIHE [TOI0KEHHS:

- Ha3BaHUE OpraHu3allly, IPOBOJUBIIEH OIEHKY YCTONYMBOCTH;

- Ha3BaHHE BBIJIEIICHHOTO [ITaMMa MHKPOOPraHU3Ma;

- JlaTa BBIEJICHMS IITaMMa MHKPOOpraHU3Ma;
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- UICTOYHUK (00OBEKT) H MECTO BBLIIE/ICHUS;

- 00BEKT HCCIENOBAHHUSL;

- Haszpanue JIC, Kk koTopoMy olipe/iesifanach yCTOWUNBOCTS;

- METOJJUKA UCCIIeIOBAHMIA;

- MCCJICIOBAHHBIA peXUM NpuMeHenns (konneHTpanus JIC, skcrnosuius, HopMa

pacxoza, cnocod 06paboTkn);

- pe3yabTaT OLEHKU 3QHEeKTUBHOCTH 00e33apakiBaHuS;

- laTa MpOBe/IeHUs HCCIeOBaHU.

JC, K KOTOpOMY BBIABIICHA YCTOHYMBOCTH MHKDPOOPIaHM3Ma, 3aMeHsSeTcsl Ha
Apyroe, OTIMYAIOLIcecs IO XHMMYECKOMy coctaBy JIB, mocie moarBepxnaeHus
YyBCTBUTEILHOCTH K HEMY UCCIIEAYEMOTr0 ITaMMa MUKPOOPraHU3Ma.

IIpn BOZHWKHOBEHMH TpyAHOCTEH 10 momdopy addextuBHoro AC miu apyrux
mpobieM 110 OLEHKE YYBCTBUTENBHOCTH, BbIACJIEHHBIH yCTOWYMBEIA  IITAMM
MuKpoopraHuzma, obpasen JIC B KonudecTBe OIHOM yMAaKOBKH KOMMEPYECKOTO
npenapara, K KOTOPOMY BbIABJICHA YCTOHYMBOCTBH BBHIJEJIEHHOrO INTAMMA, 4 TAKKe
pe3ylbTaThl ~ OIEHKM YyBCTBUTENIBHOCTH IOTaMMa MHKpoopranusma k JIC,
pekoMeHayeTcs mepenath BO Bcepoccuiickuif HaydHO-METOXMYECKMH LIEHTP MO
HecrienupuIeckod mnpopunakTuke HMHOEKIUOHHEIX OOJe3Heill ¥  MOHUTOPHHTY
YCTOHYMBOCTH OHONOTHYECKMX AreHTOB K He3UH(EKIMOHHBIM CpeNCTBAM Ha Oase
Huctutyra  pesundextonmorun  OBYH  «®HLIT wum. ®.®. Dpucmasay
PocnotpeGuanzopal>.

1> Ilpukas Pocmotpebmamsopa ot 20.01.2014 Ne 34 «O co3manuu Bceepocceniickoro HayuHo-
METOJIMYECKOro IEeHTpa II0 Hecnenmuduyeckolr npoduiakTuke HWHPEKIUOHHBIX Oolie3Heilt H
MOHUTOPHHTY YCTOHYMBOCTH GHOJOTMYECKUX areHTOB K Ie3UH(EKIIMOHHBIM CPEICTBAM .
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HOpMaTl/lBHble H METOAHYECKHE TOKYMEHTHI

1. @enepanbupiii  3akoH  oT  30.03.1999 No 52-®3 «O camuTapHO-3MH-
JEMHOJIOTHYECKOM OIaronolyYud HaceIeHUs.

2. @epepanpubiii 3akoH or 28.12.2013 Ne 412-03 «OG6 akkpeAuTalud B
HalMOHAIBHOHN CUCTEME aKKPEIUTALAN.

3. CanlluH 3.3686-21 «CaHUTapHO-3NUAEMHONOTAYECKHEe TpeGOBaHUA IO
NpoduIaKTHKe HHPEKITUOHHEIX GOJIe3HEN.

4. CanlluH 2.1.3684-21 «CaHuTapHO-31H/1€MHOIOTHYECKHE TpeboBaHUA K
COACPKAHUIO TEPPUTOPUM TOPOACKHMX M CEIbCKUX IOCEJeHHH, K BOAHLIM OOBEKTaM,
NUTBEBOH BOJC M MUTHEBOMY BOJOCHA0XXEHUIO HACENIeHHs, aTMOCHEPHOMY BO3AYXY,
NIOYBaM, JKHJIBIM IOMEINCHUAM, 3KCIUIyaTallud IMPOU3BOJACTBEHHBIX, OOLIECTBEHHBIX
IIOMEIIEHUH, OpraHdu3alliM M IPOBEJECHHI0 CAHUTAPHO-IIPOTHBOSIHAEMHUYECKUX
(mpoduaaKTUYECKUX) MEPOTIPUSTHEL.

5. IIpuka3z Pocmorpebnamzopa ot 20.01.2014 Ne 34 «O co3naHum
Bcepoccuiickoro Hay4Ho-MeTOAM4ECKOro eHTpa 0 HecneunHIECKol MpoPHIaKTHKeE
MHQEKIMOHHBIX 60Je3Hedl U MOHHUTOPHHTY YCTOMYMBOCTH OMOJIOTHUECKHUX areHTOB K
Ie3UH(EKIMOHHEIM CPeICTBaM).

6.P 4.2.3676-20 «MeTonsl naboOpaTOPHBIX WCCIAEAOBAHUN U HCIBITAHHIH
Ne3MH(QEKIHOHHBIX CPEACTB [ OUEHKH UX dPPEKTUBHOCTH M O€30I1aCHOCTH.

7. MYK 4.2.2942-11 «MeToabl caHUTapHO-0AKTEPUONOIMYECKUX UCCIIEOBAHHIA
00BEKTOB OKpyXKarolllel cpespl, BO3OyXa M KOHTPOIS CTEPHILHOCTH B JIEYeOHBIX
OpraHM3aluIX).

8. MY 1.3.2569-09 «Opranmuszanus paboTel J1abopaTopuii, HCIONB3YIOIMX
METOABl aMIUIMpUKAMU HYKIEHHOBBIX KHCIOT I[pd paboTe C MaTepHaioMm,
CoAepXKaIuM MUKpoOpranusMsl I-IV rpynn maroreHHocT.

9. MP 2.1.0246-21 «Meroguueckne pEKOMEHAANMU MO oOeclnedeHno
CaHUTApPHO-3ITHIEMHOIOTHYECKUX TPEOOBaHUH K COAEPKAHUIO TEPPUTOPHI FOPOJCKHX
H CeJNbCKUX IIOCEJeHUH, K BONHBIM OOBEKTaM, IHUTHEBOH BOXE U IHUTHEBOMY
BOJOCHAOXEHHIO, aTMOC(EpHOMY  BO3AyXy, IM0YBAM, JKUJIBIM [IOMELIEHHSM,
OKCIUTyaTallud TMPOHM3BOACTBEHHBIX, OOINECTBEHHBIX IIOMELICHU, OpraHu3aldd U
IIPOBECHUIO CaHMTApHO-IPOTUBOAMHUIEMHYECKIX (mpodumakTHIECKUX)
MEPOIPUSITUI.

10. MP  3.1.0346-24 «OpraHuzanmss ¥ [pOBeJeHHE MUKPOOHOIOTHYECKOTO
MOHHTOPUHIA B MEIULIMHCKUX OPraHU3al[HIX).

11.TOCT P 56994-16 «[lesundexTonorust u jae3uHPeKIMOHHAS [eITETBHOCTS.
Tepmunsl u onpeneneHus».

12.0CT P 56990-2016 «Xumuueckue e3MHGUUUPYIONIKE CPEACTBA H
anTucenTukH. Kpurepuu u nokazatenu s hekTuBHOCTA.

13.TOCT P 58151-2018 «[le3unpuumpyrommue cpenctsa. MeToasl onpeaeneHus
nokaszareneit 3pPeKTUBHOCTHY.

14.TOCT P 59072-2020 «Cpeacra nesunpuuupyromue. CycleH3MOHHBIH
METOJ{ OIIpeIeTIeHU s aH THMHKPOOHOM aKTHBHOCTH.

15. Hauvonanenass KOHLENNUA TNPOGUIAKTAKA MH(EKI:i, CBS3aHHBIX C
OKa3aHHEM MEeJUIIUTHCKOM [TOMOIIIH.
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Cnpasounasi ungopmanus
B Hactosimux MY ucnone3yrorcs ClIeayomue TePMUHbL U ONPEAEIICHHU

HeiicrByomee semiecrso ([IB) — xumuueckne u (Mam) OUONOTrHYECKUE
BEILECTBA, BXO/MIIME B COCTAaB JAC3MH(PCKUUMOHHBIX CPEACTB, O00ECIEYNBAIONINX
ueneByio 3G PEeKTHBHOCTD .

Je3nnpuuupyromme cpeacrsa (IC) — cpeacrsa, NIpUMEHIEMBIE /IS CHIDKEHHUSI
A0 TMpPHUEMJIEMOTO0 YpPOBHS WM YHHMYTOXECHHS MHKPOOPTaHU3MOB B/Ha OOBEKTax
OKpyKaroei cpemp' .

HeiliTpann3sarop aesnndpuuupyromero cpeicrsa — BeLIECTBO (CMECh BEIECTB),
npexpamaroniee AeHcTere Ae3nHGUIUpPYomero cpeactaal®,

YCTOMYHBOCTL — CONPOTUBIIIEMOCTh OpraHM3Ma (NONmyJsAUUM, OMOLEH03a)
K BO3ACHCTBHIO Pas3iMyHbIX (DAKTOPOB (s7BI, 3arpsi3HUTENH, NApPasUThl, OOJIE3HHM).
B nesundexromornu  —  npuoOpeTeHHas  YCTOMYMBOCTD  MHKPOOPraHU3MOB
K JAe3uHduuupyoommm cpeacream!'’,

" TOCT P 58151.2-2018 «Cpenctea nmesmnduumpyromue. HomeHknarypa mokasareneii
TOKCHYHOCTH W 6e30acHOCTH», BBEACHHBIH npukazom Poccranmapra or 05.06.2018 Ne 315-cr
(manee —'OCT P 58151.2-2018).

B TOCT P 58151.2-2018.

'® TOCT P 56994-2016 «Jle3uudeKTonorus u Ae3UH(EKIHOHHAS JeITeNbHOCT. TEPMHUHBI H
onpeaeneHus», BBEACHHBIH npukasom Poccramgapra or 30.06.2016 Ne 748-ct (mamee —
T'OCT P 56994-2016).

""TOCT P 56994-2016.



