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Pearent ang ceponorndeckoii naenTaduxanun Escherichia coli B peaknus arraoTHEANNE
«ChLIBOPOTKS HICPHIHOIHAN HONHBAJCHTHAS cyXag —PA»
no TY 21.20.23-011-96299156-2022

1. HASHAYEHHE

1.1, Pearent ans ceponormueckol uaentudmxammm Escherichia coli B peakuuu arrmoTHHAIHH
«CHBOPOTKA JIICPHXHO3HA® MOMMBANEHTHAS Ccyxas-PA» npeaEasHavdeH A  CepoNOTHYECKoH
unerTHduxanym E. coli no O- u K-awrurenam B peaxumn arrmoturanid (PA) Ha cTexie.

1.2.PeareHT CONEpPXHT CIemMpHYEcKHe ArTIOTHHEHE K NoBepxHocTHEM (K) i coMarwacckum (O)
apTAresaM E. coli, xotophie npr B3auMOACHCTBUH € COOTBEICTBYKOIIMMH MHKPOOPraHH3MAMH
BRISHIBAIOT HX &rTJIHOTHHALMIO.

CHBOPOTKA SMEpUXHO3HAA TMONMMBANCHTHAA CyXafi NpPeSHA3HAYCHA [l BEUBICHHA CHCAYIOMMX
AHTHIEHOB:

OKA: 018:K77; 020:K84; 025:K11; 026:K60; 033:K-; 044:K74; 055:K59; 075:K95; 086:K61;
Ol111:K58; O114K90; O119:K69; 0124:K72; 0125:K70; 0126:K71; 0127:K63; 0128:K67;
0142:K86; 0143:K~; O144:K-; O151:K-;"’408"";

OKB: 020:K84; 026:K60; 055:K59; O111:K58;

OKC: 086:K61; 0125:K70; 0126:K71; 0127:K63; 0128:K67; 0119:K69; 033:K-;

OKJI: O18:K77; 025:K11; 044:K74; 075:K95; 0114:K90; 0142:K86; 0143:K-~; O151:K-; “408”;
OKE: 0124:K72; 0142:K86; 0143:K-; O144:K-; O151:K-. )
Hccnenyeres KynbTypa, BEENCHHAS MPH GaKTEPHONOTHHECKHX HCCICHOBAHMSX U3 GHONOTHUECKEX
KAAKOCTeH W BHpAINCHHAA B NPOGHPKAX HA CKONICHHOM NHTATENILROM arape B Tedenne 18-20 7 npu
Temneparype 37 °C.

1.3. MartepuanomM aya ceponorndeckolt HaenTuduxamiu E.coli mo O- 1 K-anTAreHaM CIyXuT noces
GuoMarepuana JenoBexa (KpoBb, IO, OTACIACMOS ymIeH, HOCA, paH, Va3, 3KCCYAAT IICBpaNBHOR
MONOCTH, Kall, NPOMEIBHEIE BOXbI MeTyIKa, PRBOTHBIC MACCH!, BEUIENEHHS H3 LEPBUKANBHOIC Kanana y
MCHIIH, MOYa M /IP., B COOTBETCTBHH ¢ HECTPYKIKeH 0 NPHMEHEHHIO K HCTIONE3YeMOH MATaTeIbHOR
cpene). T.X. HMccnenoBanWe NMPOBOAMICA M3 KYNBTYPH SHIEPHX#H, TO HOMYCTHMO HCMONE30BAHHE
mOBHX HCTOMHHKOB GHOMATEpHANa UMM TOCEEa B COOTBETCTBHM ¢ MECTPYKIHed MO MPHMEHCHHIO K
NUTATENBHBIM CPEaM.

Kaxreit o6paszen MaTeprana NOMENaioT B OTAENLHYIO TPAHCIOPTHYIO EMKOCTB.

Pearent ans ceponormueckolt maentuduxammm Escherichia coli B peakmun arrmordHamun
«CHBOpOTKa SMIEPHXHO3HAA TONHBAIEHTHAA Cyxas-PA» mpeacrapiser cobolt mHOGRIMIHPOPAHHEIE
MMMyHELE CHIBOPOTKH, NOMYYeHHBIE H3 KPOBH  KpDOJNHMKOB, [IHIEPHMMYHH3HPOBAHHBIX
KOPITYCKY/IAPHBIMU AHTHICHAMH SMEPAXHH, NpeIHASHAUCHHBH s CEpONIOrAYecKol HaCHTHOUKAIMH
mrrammos E. coli no O- i K- arrarenam B peakuun arrmotuHaniy (PA) Ha cTekne. ’
KomnonenTs! PearenTa npeacTasnier cofoli rErpOCKONHYHYIO NOPHCTYIO aMOP(HYIO Maccy OT Genoro
H PO30BATO-XKEJTOIO A0 TEMHO-KOPHIHERBOIO LBETA.

1.4, Teoperraeckoe obocHoBaHue
Bo3GymiTeNH SMepPHXHO30B.

Dwepuxuozvs — 3a60NeBanns, BeabiBacMeie E. coli — xumedHoH nanouxoi.

Pazmwator:

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETUCTPALIMH MELMLIMHCKUX U3AENM



OurepanbHeie  (3MHIEMHYECKHE)  JWICPHXHO3M ¢ OPEHMYMECTBEHHEIM  NOpaKeHHeM

mANICBAPHTENBHOTO TPAKTA, BEI3HBACMBIC NIATOTCHHBMH IITAMMAMM INEpHXHE.

2.JlaperTepansusie S1EPHXHO3E], NOpakaone MOOHe OPraHk, BH3ILBASMEE YCIOBHO-NATOMCHHEIMH
MITAMMAMH SMEPHXKH,

Kumeynas nanouxka — Escherichia coli — apnserca ocHoBHEIM mpeacrasureneM popa Escherichia
(nassannoro uMeneM T. Dmepuxa, snepssle Bheausmero B 1885 roxy ¥3 KMMeEYHMKA Aereil ITH
GaxrepHn), OTHOCAIErOCH K ceMelicTBy Enterobacteriaceae, otaeny Gracilicutes.

Bug E coli BKmOYReT KAaK YCIOBHO-NIATOTCHHBIC KHIIEYHHe NAN09KH, BXOAMIIHE B COCTEE
HOPMAIBHON MEKpOGNOpH KMIICYUHMKA WeNOBEKa, MJICKONHTAIOMMX, NTHI, pHO, permTHimd,
HACEKOMEIX, TAK M NATOTEHHEIE JUIA 9eNOBEKa BAPHAHTEL.

ANTHreHHAS CTPYKIYPa: BMEIOT 3 THma antrrenon: O, Ku H.

O-aHTHred - JUNONONMCAXAPHAHONPOTEHHOBEIA KOMIIEKC, PaclmofiokeH B KiIeTogHol CTeHKe,
ONpeReIIACT NPHHANLISKHOCTD KyIBTYPH K ceponornyeckoif rpynme. Omacano 173 O-ceporpymms.
K-aHTHreH — Kancy/IbHEN, NOAHCAXAPHIHEL, pacnoioxXeH B MEKpoOHoit kieTke Gonee NOBEPXHOCTHO,
qeM O-gHTHren. [To cTeneHE YYBCTBHTENBHOCTH K TEMICPATYPHOMY BO3AEHCTBHIC NOApasAe/IIeTCs HA
3 rpymmut (L, B, A). ¥V swepuxuii enasneHo oxono 100 Tano K-aHTHreHOB, B OCHOBHOM THHA B
(TepMonabUNbHEIX).

Ioroxcumeneroe suavenue suwepuxuii.

1. Kax HopManbHbI npeacTaBUTeNs MEKPOGIOpbl TONCTOH KHIIKH KHIICYHAL NANOYKA BEITIONHACT Pl
none3HbX QyHKUMHA: :
1) yuacTBYeT B npouecce NMUILEBAPEHHA (PACILCIIACT KIETHATKY); .
2) SBNASCH AHTATOHHCTOM NIATOreHHBIX 3HTepobaxTepnii, Apoxokenoncbunx rputon pona Candida,
CTAdRNOKOKKOB, THHIOCTHRIX GaKTepuii, 3aNTMINACT OPraHH3IM OT ITHX HHbeKui;

3) y49acTByeT B CHHTE3€ BHTaMEHOB IpynnH B, E, K;

4) obnapaeT KAHLICPONKTHYECKOR AKTUBHOCTHIO;

5) OKa3KIBAST HMMYHH3HPYIOMIEE AEHCTBHE Ha OPraHN3M, cocotCTBYS GOpMUPOBANMIO NOMHONEHHOH
AMMYHHON CHCTEMBL '
II. E coli mupoxo MCIONE3yeTcd B HAYYHBX LEIX, TAK KAK ABNHCTCH YHOOHEM ofBexroM B
reneTHyeckoli HEXeHepHH H OWorexmosorud. Ha ocHOBe PeKOMOHHAHTHBIX IITAMMOB 3IIEPEXHH
TOJY4CHE! HHTEphEPOH, HHCYNUH, HHTepNeKHHE, Npenapars] A ararnocTaka BUY, Monexynspaag
paxnuHa npotue BUY - nndexmm. j
III. B npaxradeckol ASATENbHOCTH uenoneka E. coli HCIONB3yeTcs KaK CaHHTAPHO-MOKASATE/NLHELH
MHKPOOPraHH3M [l BHARMEHHA (eKANTLHOTO SArPASHEHHUR 0GHEKTOB OKpyRatoumieH Cpesl.

OnHako Hapady ¢ HONE30MH, KAMIEYHbIC MATOYKH MOTYT NPHIMHATSE K BPER OPraHH3My HeIOBCKa.

TMpr ocnabneHWH MMMYHHOM CHCTEMb YCNOBHO-IATOTEHHHIC ZUICPHXHH, B HOpME OGHTAIOMMHC B
KHIIETHAKe, MOTYT NMONAJATh B APYTHe OPTAHH H TKAHH M BEI3LIBATH TaM IHONHO-BOCHANMTENLHHC
MpOUEcCH. ITO SHAOreHHble MHGEKIMH, MapeHTepanbHble MEPUXHO3b], TRKAS KAK macnonedpaT y
meTeli M B3POCTBIX, HEQPHT, OTHT, LHCTHT, MEEHHTHT (M4CTO Y HOBOPOX/ICHHEIX), XOJCIWCTHT,
IIEPUTOHMT, MHEBMOHHA, PECTHPAaTOpHHE HHpeKHH (Gonee YaCTO BOHHKAIOIIAE Yy HOBOPOXICHHRIX,
TPYAHLIX jieTei, TOXWIBIX) H ApyrHe KomuGakreprossl, TpH BHPAXCHHOM UMMYHOACOHIHTE MOMKET
BOZHHAKHYTH KOJIMCETICHC MPOTEKAIOLIMH, KAK TPABAJIO, TAKEIIO.

BesyciopHo natoremmnie mraMMul E. coli — sHTeponarorennsle smepuxun (31I3) nomanmor B
OpraHH3M H3BHC H BHI3HBAIOT BCHHINKH OCTPHX KHIUEYHBIX safonepanuit — JMHASMHEIECKHE
amepuxno3sl. [Ipenctrasuremm Gonee 80 ceporpymm E. coli AB1MOTCA 3HTCPONATONCHEBIMA. ‘
VICTOYHHKOM HH(CKIAHE JMBAEMAYECKNX SUICPHXHO30B IBIMIOTCA GOMbHBE TIOMH, PEKOBAICCICHTH,
GaKTepHOHOCHTENH, HHOTAA — HH(UIMpOBAHHLIC XMBOTHHE (TENATa, MOPOCKTE, KYPH). MexaHn3M
sapakenEN - (QexanbHO-opanbhbii. OCHOBHHC NMyTH nepenavs: nuumieBoH (OCHOBHHIE daxtopsi
nepesiaul — MOJIOKO, MONOYHBC NPONYKTHL, OBOIM, (PYKTEI), BOIHBIH, KOHTakTHO-OBITOBOH. B
nepejaie KHYCKINY MOTYT YIACTBOBATE MYXH, TAPaKaHbI.

TIaTOreHKEE M)A UEIOBEKa JMEPAXHER 110 BO3eCTBYIO Ha OPTaHA3M JEJAT Ha 4 rpyNIb: '
I — suTeporoxcurenrse E. coli (npencrasurenu ceporpymn 06, 08, 011, 015, 025, 078, 0148 u ap.) -
Bo3GyamTeMH XonepononoGHbIX 3abonesammi. Mx TepMONaGHILHBIA TOKCHH AHAIOTHYEH ReHcTBHIO
TOKCHHA XOJIEpHOrO BAGDHOHA (HAapymaeT BOAHO-CONCBOH OOMEH H NMPHBOAHT K oﬁesnomnnaumq

oprau3IMa). BEI3HBAIOT TACTPOIHTEPHTE] Y ACTSH MIAMIICTO BO3PAcTa H y B3POCHEIX.
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— SHTeponarorennsie E. coli (ceporpynma 0111, 026, 055, 086, 0119, 0127, 0142 u 1p.) — ocHOBHEE
HUTENH AAapen Y feteit. BosGymMTeny KONOAMSHPYIOT SMHTEMHH KHIIEYRUKA B NOBPSKIAIOT €ro
CTPYKTYPY — MUKPOBOPCHHKH). BHIILIBAIOT KOMMOHTCPHTH, HanGojlee THKENO NPOTEKAIOMHE Y
TPYAHBIX fieTell B CHITY HeOCTATOTHOTO Pa3BHTHA Y HHX HMMYHREOMN CHCTEMBL :
III - surepornsasneasie E. coli (ceporpymmet 029, 0115, 0124, 0135, 0136, 0143, 0144 n zp.) -
BO30YANTENH AH3EHTEPHENONOGHEIX 3a60NeBatult y AeTell H B3pocabix. Kak ¥ murestH, 7t 3MEPUXHA
HETOIBHXHDL, He (EPMEHTHPYIOT NaKT03y M CNOCOGHH! MPOHMKATP M PasMHOMATECE B KIETKAX
SMKTENTHA KHIICYHAKA, BEI3EIBAX AHAPEIO C IPHMECHIO KPOBH. '
IV — sureporemopparugeckue E. Coli (ceporpynnsi 026, 0111 u nanGonee uacro 0157) - BO30yAHTEND
TeMOpparmyeckodil AHapeH B OCTPOH NMOYEUHOR HeZOCTATOYHOCTH y AeTeH H B3pOCHEIX. Benympam
$aKTOpOM NATOTEHHOCTH ABMACTCA MMrOMOZOOHEIE TOKCHH, AHANOrHMHEIM ToKcHEY Shigella
dysenteriae Tama 1, a Takke muroTokcHH. LUMrononoGHE TOKCHH mopaXaeT SHAOTETEN COCYZOB B
Kiy0ouKkax mogeK, a8 HHTOTOKCHH BEBHBACT FHOSTE KIETOK.

1.5. lonynaunonnsie, AeMorpaduteckue aCHCKTH IPUMEHEHHS MEIHITHHCKOTO H3EIHAS:

TpaMeneHHe MeARUMHCKOrO H3NENHS HE 3aBHCHT OT NOMYNSIUOHHEIX H AEMOTPA(pHYECKHX ACTIEKTOB, .
Octpsie kumevHEe HHQCKIHH C DpOSBIEHAAMH reMopparmdcckoro komara (IK) n
FeMOJIATHKOYpeMHu4eckoro  cunapoMa (HUS), BomsBaeMble SMepaxdaMB, DPOAYIHPYIOIAMH
mmraTokcinn (STEC), pacnpocTpaHeHH! BO MHOTHX CTPS8HAX MHpA H PETHCTPHPYIOTCA B BHAE
CTIOPMYECKHX CNYYacB M/IH BCHBINCK ¢ OXBaToM OONBIIMX KOJMYECTB MOfeH: OT HECATKOB N0
HECKONBKHX THICAY. '

1.6. [lorennpansibie NOTPEOHTEIH MEARMARCKOTO U3AEIHA:

PeareHT npe/miasHayeH WM OpodecCHOHANBHOTO NPHMEHEHAS B MCOMUMHCKHX YJIPEOXICHHAX H
KIHHAKO-AMAHOCTHYECKHX abopaTopusx HadeKUMOHROro mpodans. ‘
ITpodeccronanbHRit ypoBeHh NOTEHIMANLHEIX [OMB30BATENCH — BPAY KITHHHYECKORHN naboparopHoti
AMATHOCTHKH, MEAMIIMHCKHH 1a60PATOPHBIN TEXHHK.

K paGore ¢ PeareHTOM IONYCKAlOTCA TONMBKO MEIHLEHCKHE paGOTHHKH, OOyUeHHEIE MeTONaM
CCPOJIOTHICCKO}f AWATHOCTHKY H NpasmiaM pafoThl B KIMHMKO-AHATHOCTHYECKOH nabopaTtopiu B
YCTaHOBJICHHOM MOPAJIKE. '

1.7. Cnenmnduveckan naronorus, cocTosnue #iu $hakTop pucKa, VIS 06HAPYKEHHS, ONPEACICHAN MK
muddepeHIHpPOBAHNE KOTOPOTO NPEAHAHAYEH PEareHT [UIA AHATHOCTHKH in vitro: '
OCHOBHBLIMH KIIMHHYECKHMH CHMITOMaMH SBIMIOTCA OCTpHE abaoMuHANbHNE 60NN, IHApEH, IaCTO ¢
KpOBbIO (reMopparnuecknif KONWT), PBOT4, TOIIHOTA, TEMMNEPATYPA MOXET OHITH HEIHATHTENHHO
TIOBHIIEHA,

1.8. Tlokasawms K mpHMeHEHMIO Pearenta sBisercs KOMIeKcHas nabOpaTopHas AHArHOCTHKA
3MEPHEXHO30B ¥ BCEX IPYINT HACSICHHA,

1.9. OxoHuarencHulit auarHo3 AomkeH GHTH NOCTABNCH BPAYOM MOCNHE TONHOTO KIAHHYECKOrO H
naboparopHoro ofcnesoBanus naseATa,

1.10. Tporuponokazanuem k NMpuMeHeHHIO PearenTa ABIAETCS HAPYIICHHME NENOCTHOCTH NEPBHUHON
YNAKOBKH, HCTeKIIHA CPOK MOAHOCTH, He cobmoaenne TpeOopannii HECTpYKIHHA. B cocraee m3menns
OTCYTCTBYIOT MATEPHANE, BCTYNAIOIIHE B HEMOCPCACTBCHHBIN MMM OMOCPEAOBAHHBEIN KOHTAKT ¢
ODPraHM3MOM NAUHEHTA H MEPCOHANA, HCIONB3YIOMETO H3NENHE, NPH BHUIONHEHHH TpeGopammit
IKCILTYaTaAHMOH KON AOKYMeHTalnE (HHCTPYKI[HE II0 NPHMEHEHHIO). :

1.11.  Tlpunumn acficras. Peakias arrmoTHHAUHH —MHEKPOOPraHM3MOB  CHEIMHYECKHMH
CHIBOpOTKaMH. CHIBOPOTKH SIIEPHXHO3HEIE NONHBANCHTHEIC CYXHE IIPAMEHIIOTCA JUIS CepONormieckoi
naeaTHdrkaman Escherichia coli no K- n O- anTHreny na crexme.

Peaknua aITMOTHHALIMA MHKPOOPraHH3MOB CHICHMIECKIMHA CHBOPOTKAMH.

1.12, PearenT npeanasHaveH JUia AMATHOCTHKA MH BHTPO.

2 XAPAKTEPHCTHKA PEATEHTA
2.1. Ilpaanoen MeToaa
Peakumus arrmoTHHAUHH MAKPOOPTAHASMOB crieTRHIECKHME CRIBOPOTKAMH. _
Pexomenganun x ceponorugeckoil maenTngaxanan Escherichia coli: :
Hconenylores KyasTyphl, BEIEICHHBE PH GaKTepHOIOrAYECKHX HCCIEAOBAHAAX H3 GHOTOrHIecKord
MAaTepHaia 4eI0BEKa H BIPANICHHRIC HA NATATENLHEIX CpeAaxX COIIacHO AHPOpMaUHY B ACHCTBYIONMX

METOIMYECKHX pekoMeHzamuax — MYK Ne04/723-3 ot 17.12.1984. Ceponormieckyio RACHTED {
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erichia coli MpOBOZAT NMyTeM NOCTAHOBKH pPeakUMH AITMIOTHHAIMM Ha CTeKNe COBMECTHO ¢
CHBOPOTKAMHY 3Mepuxuo3nbME OK, chsopoTkamu smepuxnosubiMi O-rpymmoBbiMu B axTopHEIME,
HMMYHOTTIO0YIMHAMH STICPHXHOIHBIMH.
Pearent mpamensierca cosmecrro ¢ MU «Pearent ceponoruveckod upentuduxanun Escherichia
coli B peakunn arrmoTHHAUME «CHIBOPOTKA SMIEpHXHO3Has OK cyxax -PA» mo TY 21.20.23-009:
96299156-2022», «PearenT AnA cepomorwYecKol macHTapuKaman  Escherichia coli B peaxmmi
arTmoTHHAIE  «HMMyHOrnoGymME swepuxuosnmii cyxo —-PA» no TY 21.20.23-008-96299156-
2022», «Pearenat mut ceponoruveckoit naentHduxauwnu Escherichia coli B PCAKIHE AITTIOTHHALAH
«ChiBopoTka amepuxuosnas O-rpynnopas i jaxTopas cyxai —-PA» mo TY 21.20.23-010-96299156-
2022»,
CHBOPOTKH H HMMYHOTIOGYTHHE IPUMEHAIOT B cremyomet NocneNOBATENBHOCTH

1. HonuTemaoT XymbTypy B peakumH ¢ IMONMMBAICHTHBIME cuBopotkama OKA, u nanee ¢
kaknoft B oraemsHocTE OKB, OKC, OKJI, OKE.

2. Ilpy nonoxuTENbLHOM pe3yNsTATe pPEAKIMH AITAIOTHHALMM Ha CTEKIE C OmHOK H3
nomeaneHTHEX chBoporok (OKB, OKC, OKJl, OKE), KynsTYpy HcmbireiBalor ¢ OK
CHBOPOTKAMH, BXOAMINMH B COCTAB MONMBATCHTHOM, NaBmeH NONOKHTENLEYIO PeaKIIHIO,

3. Bna cepomorugeckodi upenTHuxammm Escherichia coli mo K- u O- 8RTHTCHY CTaBAT
PA3BCPHYTYIO peakumio arrmoTHHaumM B npobupke ¢ OK  coBopoTkol, smasmedt
TIOIOXMTENLHYIO peakumio Ha Jrane No2. MMMyHOrnoOyNMHE! CTyXaT aneTepHATHBHEIM
MeToZioM HAcHTHUKaumu Escherichia coli no K- u O- antureny » peaxuny arTIIOTHHADAH Ha
CTENUTE, '

4. Jlnz ceponormveckot unentuduxamun Escherichia coli mo O- 8HTHTEHY CTABAT PEaKIMIo
arTMIOTHHALWMH Ha CTEKIIe ¢ N'OMOJIOTHYHEIMH CHIBOPOTKaNME O-TPYINOBEIME K (aKTOPHEIMH.

2.2, B cocTaB MeAHUMHECKOro H3/e/IHS BXOANT CISAYI0IHE KOMIOHEHTRI:

- CHBOpOTKA 3MIepHXHO3HAY MOMMBANCHTHAA cyxas-PA OKA — CEIBOpOTKA K aHTHT¢HaM: O18:K77,
020:K84, 025:K11, 026:K60, 033:K-, 044:K74, 055:K59, O75:K95, O86: K61, O111:K58,
0114:K90, 0119:K69, 0124:K72, 0125:K70, 0126:K71, 0127:K63, 0128:K67, 0142:K86, 0143:K-,
0144:K-, 0151:K-, «408». :
- CoBopoTxa smepuxuosnas noimBanenTHas cyxas-PA OKB — CHBOPOTKA K aHTareHaM: 020:K84,
026:K60, O55:K59, 0111:K58. .
- CHBOPOTKA JUICPHXKO3HA [IONHBANEHTHAA cyxan-PA OKC - CHIBOPOTKA K aHTHreHaM: 033:K-, 086:;
K61, 0119:K69, 0125:K70, 0126:K71, 0127: K63, 0128:K67.

- CBiBOpoTKa 3MepHXHO3HAA NMONHBAICHTHAA CyXas-PA OKJI — crBopoTka k awTHrenam: O18:K77,
025:K11, 044:K74, 075:K95, 0114:K90, 0142:K86, 0143:K-, 0151:K-, «408».

- CriBopoTKa SmepHXxHO3HAS MOMMBANEHTHas cyxas-PA OKE — CRIBOPOTKA K amTHrenam: (124:K72,
0142:K86, 0143:K-, 0144:K-, 0151:K-.-,
- CriBopotka smepaxnoznan OK cyxas-PA — CEIBOPOTKa K anTHreny: «408».

PearenT Bamyckaercd B S BAPHANTAX HCIOAHEHHS! :
1.CaBopoTKa IMEpHXMO3HAY NONUBANEHTHAS cyXai-PA OKA (xar. Ne E. coli - PA - 103) 1,0 mn - 1
aMmyJa.

2.CriBOpOTKa 3MIEPUXUO3KAN MonuBaneHTHAS cyxas—PA OKB (xat. Mo E. coli — PA - 104) 1,0 mMn -1
aMmyna.

3.ChiBOpOTKA 3MIEPHXHO3HAA NOMMBANEHTHAS CyXas-PA OKC (xar. Ne E. coli - PA - 105) 1,0 mx1 - 1

aMImyna.
4.CrIBOpOTKA IMIEPAXHO3HAA NOMHBANEHTHAN CyXai-PA OKJ] (xat. N¢ E. coli —PA - 106) 1,0 M - 1
aMmyna,

5.CuiBOpOTKA JIUEPHXHOIHAA NOMMBaTeHTHan cyxas—PA OKE (xar. Ne E. coli - PA - 10 10-1
aMnyna.

Yncno anamu3upyeMuIx mpob — He MeHee 23 nocTanonku PA Ha cTexne.

OKCIUTYaTALHOHHAS AQKYMEHTalHA (HACHOPT KAI6CTBA, HHCTPYKUHEA IO NPHMEHEHHIO) MOXET GHITh
H3roTOBNeHa HA SyMaxKHOM HOCHTene (BMECTE ¢ MCIMIAHCKHM H3ACIMEM HIH OTICILEO OT HEro) U B
dopMe  SNEKTPOHHOTO  JOKYMEHTA  IIOCPEACTBOM PaOMCIICHHS B HH(}OPMALMOHHO-
TEJICKOMMYHUKAUMORKOH ceT MHTepHeT.
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3. AHAJINTHYECKHE XAPAKTEPHCTHKH

Xone COBMECTHEIX KAMHWIECKHX MCHLITaHHN Obula mposenmena waerTuduKaums 386 kymnTyp
Escherichia coli (mo gBa nosropa, Beero 772 anamasa) ¢ nomMompto MU PearenT s ceposiorHYeckoi
upeETHuKkaumy  Escherichia coli B peaxuusm arrmorusammn  «ChiBoporka SMEPHXHOIHASL
nonuBaneHTHat cyxas-PA» no TV 21.20.23-011-96299156-2022, Pearentr mis ceponormaeckol
unenTagukamu Escherichia coli B peaxmun arrmorunauas «CropoTka smepuxuosgas OK cyxad —
PA» no TY 21.20.23-009-96299156-2022, PearenT Ans ceponorkueckol eaenraduxammn Escherichia
coli B peaxuun arrmoTHHAUHA «UMMyHOrIOGYIHH JIIEPHXAOIAEI Cyxoff — PA» mo TY 21.20.23-008-
96299156-2022, PearenT mnx ceponormvyeckot muewmapmkammm Escherichia coli B peakiuy
arrmoTAHANA «CHBOPOTKA depAxHo3Has O-rpynnosas # daxropnas cyxas—PA» no TY 21.20.23-
010-96299156-2022 ¢ ncnons3osaamem 386 xynsTyp Escherichia coli, Brinenennsix ot 386 NAalHeHTOB.
Ilposenena unenTuduxamns 51 xonTpomsHoro mramma Escherichia coli. ITomyuens conocrapumuie
PesyNbTaTH, COBHAREHHE pe3ynbrara B 100% cryuaes.

4. MEPLI IIPEJOCTOPOXHOCTH H BE3OITACHOCTH '

4.1. Tlorennmansnbidt puck mpuMeneEns — kinace 26 (Iipmkas Me 41 or 06.06.2012 «O6
YTBEDXACHHH HOMCHKJIATYPHON KiacCHOUKAMM MEAMUMHCKAX H3feimii» (C M3MEHeHMAMM HA 25
ceHTabpa 2014 roaa).

4.2.  PeareHT H3rOTAB/IHBACTCA B COOTBETCTBHY ¢ TPeGOBaHHAME Ge30NACHOCTH TPOH3BOACTBCHHBIN
npouecco (I'OCT 12.3.002) ma oGopyaosanHH ¢ ucnonmssopanuem I'OCT 12.2.003. Pearent
NPERHA3HAYEH TOBKO V1A in Vitro AUardocTHKY, Bee paGoTH JOMKHE IIPOBOJHTHCA B COOTBETCTBHA ¢
TPCGOBAHMAMH, WINOKCHHBIMH B MHCTpYKUMAX NO TexHHKe GE30MaCHOCTH, YTBEPKACHHEIX
FEeHEPATLHEIM AHPEKTOPOM TIPEIIPHATHS,

4.3. Bce KOMNOHSHTH PeareRTa B WCHONE3YeMBIX KOHLEHTPANMAX SBMMOTCS HETOKCHUHBIMH M
GesonacHuMH, Omuaxo, HCleAyeMble KIMHM9eCKHe OOpasmEl, a TAKKE CTOYHBIE pPacTBOpHI,
060pyAoBaHKE U MATEPHANE], HAXOAAIMECS C HUMH B KOHTAKTE, HPECTABISIOT COGOM NOTEHIEANLHO
HHGCKIMORHEI: MaTepHal, B OOPAMATECA ¢ HHMH CIIEAYeT, COOMOoNas TeXAHKY 6e30macHOCTH. Cnenyet
usberath MOGOr0 KOHTAKTA KOMIOHEHTOB PearcHTa cO CM3ncTRIME ofonouxamu. Ilpa paGore ¢
MEDAUMHCKAM H3JCHCM CCAyeT HAAcBRaTh OJHOPAsOBHIC 3aMMMTHBICE nepuatku, OTpaboTaHHBIE
peareHTH ofe3ppeiupalor B 3% pacTeope xJiopaMmHa WmH B 6% PACTBODE TIEPEKHCH BOJAOPOAA B
TeyeHue 24 9acoB, '

4.4. ChBOpOTIH 3MIEPHXHOIHEIE TIONHBANCHTHEIE CYXHE ¢ BHECSHHHME B HEX 06pa3loB KIHAHICCKOTO
Marepaana, B cooTBeTcTBHH ¢ CanlluH 2.1.7.2790-10 «CamurapHO-30HAEMHOIOrHICCKHE TpeOOBAHHA
K OOpamenHIo ¢ MEIHIMHCKHME OTXOJAMH» OTHOCATCA K Kiaccy B (SmHAcMHONOrMYeckH omacuble
OTXOARI).

4.4. Tlpu pabote cnemyer cobmonars Canmtaprsie npasana CIT 2.1.3684-21 u CIT 3.3686-21. '

4.5. Ilpu ucnonesonanun PearenTta o6pasyioTes OTXOMM KiIaccoB A K B. .

YTRIN3AOWIO HIH YHAYTOXKCHHS, Ac3BH(pEKInIO PeareHTOB CliEAyeT NPOBOAHTH B COOTBETCTBHMH ¢
CanlluH 2.1.3684-21 , CanlTuH 2.1.3686-21, MYK -287-113. :

4.6. Xummueckas nocyna u obopynoBaHWe, KOTOphiE MCHONB3YIOTCA B pafore ¢ CHLIBOPOTKAMH,
ROMAKHEL OHITH COOTBETCTBYIOMMAM 00pa3oM NPOMAPKHPOBAHLI H XPAHHTECA OTACIBHO. '

3anpemaercs mpEéM NHINM, HCNONB3OBAHHE KOCMCTHYECKHX CPEACTB H KypeHHE B IIOMEIICHHAX,
npeaHa3sHAYeHHEIX Ui paboTht ¢ PearenToM.

4.7. [Tepeuess PHCKOB, CBA3AHHBIX ¢ MpHMEHEANeM H3jenus cornacHo TOCT ISO 14971, npusene B
Qaiine MeHeAKMEHTA PHCKA. "

4.8. [IpoTHBONOKa3aHHI B paMKaX YCTAHOBJICHHOTO Ha3HAUCHHS HE HMEET.

4.9. He ncnoms3opars PearenT, ec/u HapymmeHa BHYTPEHHAA YIIAKOBKA M BHeIHM# Buj| Pearent a He
COOTBETCTBYET OIHCAHHIO.

4.10. He ucnons3osats Pearent, ecnu He cofmomanuck yCNoBMA TPAHCHIOPTHPOBAHHS H XpaHeHHS
COI'IACHO HHCTPYKIIHH. .

4.11. He nconb3orats PeareHt no ACTEYEHHH CPOKA NOJHOCTH. :

4.12. PeareHT He CONCPMAT TKaHeH, KICTOK K GHONOIMYECKHX BEMECTB YCIOBEICCKOTO
OPOHCXOKACHHAA. PearcHt se coepamT pellecTs, 00/aMI0MKMX KAHNEPOTEHHEIM, MYTarCHHEIM ATH
BIAMAIONIMM HA DENPOAYKTHBHYIO HEATENbHOCTh 4eNoBeka pelictBmeM. IIpu Hcnome3soBaHEM Mo
HA3HAYCHHIO H COOMONCHAN Mep HPEAOCTOPOXKHOCTH ABAAETCA Ge30MacHbM.

3
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NONESYEMEIC B NIPOM3BOJICTBE MATEPHATB JKHBOTHOTO MPOHCXOKACHHA MOMYYCHBI OT JKHBOTHBIX,
y MICAMMX HATCHKAIMI BETePHHAPHLIN KOHTPOJIb.

v | 5. OBOPYJAOBAHHE H MATEPHAJIBI
/’ Hns nposenenns peaknun HeoGXOAMME CIIEAYIONTHE HHIPEAUCHTH H OCHALICHHE,

- XHMBHE JIIEPHXHOIHLIE KYJILTYPH 3MICPHXHH, BLIpAmICHHEE B NpoOHPKAX HAa CKOMICHHOM MSICO-
NeNTOHHOM arape OpH remneparype (37+1)°C B Teqerue 18-20 4.);

- 0,9% ceexenpuaroTosieHnbI pacTBOp HaTpHA XIopaza (x4 mo OC 42-2572-95) —mix paanenem
HCIBITYEMBIX CEIBOPOTOK;

- AITTIOTHROCKON;

- FpajyHpOBRHHEE MHNIETKH BMeCTUMOCTRIO 1,0 1 5,0 Mi;

- TEPMOCTAT, TeMneparypa (37 + 1) °C;

- baKTepHONOrHYecKad NeTs;

- IPEMETHOE CTEKIIO;

- TOpCIKa CIEPTOBAA;

- IITaTHBH JIabopaTopHkle;

- NpoGUPKH MEAMIMHCKHE TIONIAMEPHLIE

- cranaapTHER obpazen MyTHOCTH (OCO 42-28-85);

- AesuHbHIEpyIomEi pacTBop.

PearenT npuMensercs copMectHo ¢ MU «Pearent ama ceponornueckoit maenTuduranmn Escherichia
coli B peaxiun arrmoruHaiyun «ChiBopoTka smepuxmosHas OK cyxas —PA» mo TY 21.20.23-009-
96299156-2022», «PearenT win ceponormyeckod macETHQuKkaumH Escherichia coli B peaxium
arrmoTnHaul  «AMmyHOrnoSymmH mepuxuosHbli cyxo#f -PA» mo TY 21.20.23-008-96299156-
2022», «Pearert gna ceponormueckod HpenTupmkaumn Escherichia coli B peaxmum arrmorarammn
«CrisopoTka amepuxnosHas O-rpynnosas u QaxropHas cyxas —PA» no TV 21.20.23-010-96299156-
2022»,

Hneutndukanpa ncenexyemolt KynsTyphl HauMHaeTcs ¢ NOCTaHOBKH PA Ha crexne ¢ CRIBOPOTKAMH
3MIEPHXAO3HLIME IIOTHBANCHTHEIMH,

Ipa nonoxureasuolf PA ¢ o{HOA H3 CHBOPOTKH IMECPAXKOIHON NOTHBANCHTHOM KHBYIO KYABTYDY
nanee npoeepaior B PA Ha crexne ¢ HMMYHOrMOOYIMHAMM JMCPAXAOSHLIME CYXHMH HIH C
ChIBOpOTKaMH ImepixyosHbmu OK cyxumu (B passesernn 1:5) tex OK- rpynm, anTuTena K XoTOphIM
COASPXUT CHBOPOTKA NOHBANCHTHAS 2IUEPHXHO3HAL CYXad.

Nonoxutensuyio PA ¢ uMMyROrnoGy HHaME MOATBEPKAAICT € COOTBETCTBYIOUIHMH CHBOPOTKAME
smepuxno3nsMA O- rpynnobLiMH B PA Ha cTexse ¢ Kyisrypoll, mporperolt npu 100°C B Tewenun 30
MHH H oTHeHTpAGYTHpOBAHHOM B Teuennd 15 MuHyT mpH 2500-3500 of/MuH,

Onpeaenerne OK- rpynn E. coli nposonar ¢ noMompio cemopoTox smepaxuosunx OK cyxux B PA Ha
CTCKJIC ¢ AHBOH KyNbTYpOii, a 3aTeM B mpobupounolt PA ¢ xusoif # nporperoit mpu 100°C B Teuenns
30 MHH KyALTYpOIH.

ITocmanosxa PA na cmexne

Cueopomxu 3uepuxuoInsie RONUEAREHMUIE 1 UMMYHOZROOYANIS IWIEPUXROIHYIE,

Cyxy1o cuBopoTKy (MMMYHOrnOGyHH) pactopaior B 1 Mn 0,9% matpua xmopuna. Kanmo (oxono 50
MKJT) CHIBOPOTKH (AMMYHOrNoOyNHHA) HAHOCAT Ha NpeAMETHOE crekino. Mccneayemyio kynetypy,

BHIPAICHHYI0 B NPOOMpKaX HA CKOIMIEHHOM MJCONENTOHHOM arape B TedeHud 18-20 4 mpm
Temnepatype 37°C CHHMAIOT ¢ NOBEPXHOCTH arapa BONM3H KOHAeHcara nerned, HAHOCHT Ha

OpeaMETHOE CTEKNIO PANOM ¢ Karielf CHIBOPOTKH (MMMYHOTTOOY/IMHA) M TIOCTENCHHO, HAYHHAA ¢ xpas
KAarlIH, pacTRpaioT B Helt. [TpH HANMYUY aITNIOTHHWHOB K HCC/EAYeMOMY ITAMMY B KAILTC CHIBOPOTKH
(aMMyHOrIOOY/IHHA) B TeUeHAH 3 MHH NOSBNAETCH XJIONbEBMAHMHA arrmorTuHar. KoHTpomeM ciryxuT
NONyUCHHAd QHATOTMYHHIM cnocoboM B3Bech HecneayeMol kymsTyps B 0,9% pacreopa na':pns
XJopaza.

Yuem u unmepnpemayux pesyromamoe
Pesymbratsi PA  yUMTHBAIOTCA BH3YQIFHO H OUCHHBAIOTCH cheAylommM ofpasoM: 4(+) —

KPYNHOXJIONMZATHIE XOPOMIO BHPAXKEHAE! arTIIOTHHAT, HOJHOCTHIO NPO3pavyHas XHAKOCTS B KaIUTe,

3(+) - XpynmHOXNONMYATHIl XOPOWIO BHIP@XCHHBIA ArTTIOTHHAT, XHAKOCTh B KAMIe He MONHOCTHIO

fpospavHas.
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j(+) arrmoTtuHAT cnabo BBIpAKEH, KUIAKOCTh B KaIljie MyTHAS.
1(+) —eneapl arraOTUHATA, KUAKOCTh B Karljie MyTHAs.
O - oTpuuaTenbHBIN pe3ynbTaT, TOMOT€HHO MYTHAs KHUIKOCTh B Karuie
e?0TyrctlIuTko™ Te'y "*"””TM“" 311epUXUO3HON MOJTUBAJICHTHOMN qu/ITL;B%)eTCH TOJIBKO TP
ee oTcyTCTBUU B KOHTpoie. Mccneayemyro KylbTypy OTHOCIT K cooTBeTcTBYylomen OK-rpynme ecl
CowTInn * ToJTydeHa rmojoxutenpHas PA stoii rpymnmsl He Hbke yeJl a 3(1)
Coigopomku 3uepuxuo3nvie O- cpynnoevie u Iuiepuxuo3nvie paKkmopmole ’

te4'nuJII' 711 u MPOOHMpKaxX HA CKOIIEHHOM MSICOTIENITOHHOM arape B
teuennu 18-20 u npu temnepatype 37°C caumatot 0,9% pacTBopoM HaTpus XJIOPHIA YCTAHABIUBAET

XuoTO6a” mmu 100" [TonydeHHy0 CTaHIApTU30BaHHYIO B3BeCh mporpeBairoT 30 MUH Ha
p o C. Ilporperyro MUKpOOHYIO B3BeCh TTeHTpUGyYTrHpyroT 15 mua mpu 2500-3500

29
00/MWH, HAJTIOCATOYHYIO KUIKOCTh yAastoT. Ocamok UCTONB3YIOT 11 1 moctaHoBkU PA
pactBopsitoT B 1 M1 0,9% pactBope HaTpus xsopuaa. Kamito pactBopa (oxono 50
HAIOTST ““ mpeamernoe ctekno. 0,01 mMim ocaaka mporpeToil MUKpOOHOH B3BeCH MHIETKOU
HAHOCST Ha MPEIMETHOE OTEKJIO PSIOM C Karuleld CHIBOPOTKM M MOCTENEHHO, HAYMHAsl C Kpas Kariu

A arrJlOTUHUHOB K HCCIEAYEMOMY INTaMMy B Kallle CBIBOPOTKH B

Teuegul's “mlH "' Do
OHTPOJIEM CJIYXXUT TOJIHEHHas

T€YEHWE 3 MHUH TOABISAETCA MEIKO3EPHUCTBIA AarrIIOTHHAT.
aHAJIOTUYHBIM CIIOCOOOM B3BECh UccienyeMoi KynbTypsl B 0,9% pacTBop HaTpus Xjiopuaa
Y  uunmepnpemayuspezyromamoe
Pesynbrarel PA yYuTHIBatOTCS BU3YAIbHO W OIICHUBAIOTCS CJICIYIONTUM 00pa3oMm:

Kaluic. XOpouIo BBIpa)KCHHBII\/'I aITJIIFOTUHAT, IMOJIHOCTBIO IpO3pavdHasd KUIAKOCTH B

np S agHMAMaEIT™M BBIPAKEHHBIM arriIfOTHHAT, KUAKOCTh B KaIlJle HE ITOJIHOCTHIO

'

2(+) - arrmoTHHAT ¢1a00 BBIpaXEH, )KUIKOCTh B Karlie MyTHasl.
1(+) —enenpl arrIrOTHHATA, )KUJIKOCTh B Karljie MyTHasl.
(-) —eoTpuLIATENBHBIN pe3yIbTaT, TOMOTEHHO MyTHAs JKUKOCTh B Karlje.
C CBIBOPOTKOM 31IEpUXU03HONM O- IpynmoBON yUHMTHIBAETCS TOJBKO MpPU
€e OTCYTCTBUM B KOHTpouse. Mccnenyemyro KylnbTypy OTHOCAT K COOTBETCTBYIowIei O-rpyrmme, ecinu L
cTekJe noiaydeHa PA ¢ cbIBOPOTKOM 3TOM rpymmbl He HUXKE 4eM Ha 3(+).
ChIBOPOTKH 3UIEPUXHO3HBIE (PAKTOPHBIE HCIIONB3YIOT MPU MON0XKUTENbHOW PA ¢ cOOTBEeTCTBYIOLIEH

Bel XHO yn's"bpr* °" «®°0X0MUMOCTH OTIPEACIICHUs TapIHAIBHOTO CTpoeHUs (-aHTUTEHA

CriBopoTku smepuxuo3nbie OK cyxue.

Cyxyto cbIBOpOTKY pa3BoaaT B 1w 0,9% pacTtBope HaTpus XJopuaa M Jajnee pa3BoAAT UM XKe i
cootHornennu 1:5. Karmto (okoso 50 MKJI) pa3BeICHHONW CHIBOPOTKHM HAHOCST Ha MPEIMETHOE CTEKIIO.
Wnentupunumpyemyro KyiabTypy, BbIpallleHHYI0 B IPOOMpPKax Ha CKOIIEHHOM MSCONENTOHHOM arape B
tedenue 18-20 u nmpu TemnepaTtype 37°C CHUMAIOT C MOBEPXHOCTH arapa BOJW3M KOHJEHcAaTa MeTien
HAHOCAT Ha MPEAMETHOE CTEKJIO PSIIOM C Kalulel ChIBOPOTKM M IOCTENEHHO, HauMHAas ¢ Kpas Karuiu’
pacTBOpstOT B HeW. [Ipy HaimuuM arriaroTHHMHOB K MCCIEAYEMOMY IITAMMYy B Kallleé ChIBOPOTKU B
TeUeHHe 3 MMH MOSIBIAETCA XJIONbEBUIHBIM arrmoTvHaT. KOHTpojeMm CIyKUT IOJydeHHas
aHAJIOTUYHBIM CIIOCOOOM B3BECh HccieayeMoil KyabTypsl B 0,9 % pacTBope HaTpHs XJIOPUCTOTO.

Yuem u unmepnpemayun pezynomamos
Pesynbrarel PA yunThIBaloTCS BU3yallbHO M OIICHUBAIOTCS CJICTYIOITIM 00pa3oM:
4(+) - KpYIHOXJIOMYATHIA XOPOLIO BBIPAKEHHBIN arTJIFOTHHAT, MOJHOCTHIO MPO3pavHasl KHUJIKOCTh B
Karuie.

3(+) - KpyImHOXJIOMYATBIA XOPOIIO BBIPAXKEHHBIA arriiOTUHAT, JKUJIKOCTh B Karule HE MOJIHOCTHIO
po3payHa.

2(+) —arraoTHHAT cl1abo BhIPAXKEH, KHUJIKOCTh B Karlie MyTHasl.

K™')“ cnenpl arrmoTUHAaTa, )KUIKOCTh B KaIljie MyTHasL.

(- oTpuLATENIBbHBIN pe3yIbTaT, TOMOI'€HHO MyTHas )KUIKOCTh B KaIlle.

Peakuus arrmoTuHanuM € ChIBOPOTKOM »smiepuxno3Hod OK  yuuThiBaeTcss TOJIBKO Ipu ee
OTCYTCTBHUHM B KOHTpoJje. MccienyeMyro KyabTypy OTHOCAT K cooTBercTBytomei OK-rpymnmne, ecnu Ha
cTekJIe noiyyeHa PA ¢ cbIBOpPOTKOM 3TOro TUIa HE HUXKE YeM Ha 3(+).

<
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CBA3H ¢ HAMAYHCM 3HAYHTENHHOIO KOJIHYECTBA aHTHTCHHEIX cBasell y E. coli pasasxx OK rpynn PA

a CTeKie ABJISETCA OPHEHTHPOBOYHON. OKOHMATENBHYIO MACHTH(HKALKIO IIPOBOAAT B pasBepHYTOH
PA 8 npofHpKax c xuBoH # rpero#t KyneTypoi.

i Mpofnpounas peakya ATTNIOTHRAIAN

Onpezenenne OK-rpynnH slepuxuil mpoBOAAT OOBMHBIM CROCOGOM NPH NOMONM CHIBOPOTOK
smepaxHo3HBX OK cyxux B mpoGHpoqHOH peaknun arrOTHHALMY ¢ XKHBOH H mporperolt (mpa 100 °C
- 1 yac) kynsTypamu. Jlna noCTaHOBKH NPOOHPOYHOM PeaKIlA AITOTHHALMY B 00beMe 1 MII AenaloT
JBa pANA BO3PACTAIOMMX ABYKPATHHIX palBeienHii CHIBOpOTOK B crepuabaoM 0,9 % pacreope HaTpud
XJIOpHCTOrO, HauMHag oT passeaenua 1:50 go O-THTpa, yka3aHHOrO Ha ITHKETKE, HE NPAHMMAN BO
sEuManne THTp K-anTaTen. Bo Bce npofupk# mepeoro pama BHOCAT MO | KAl B3BECH KABRIX
Gaxrepnit B 0,9 % pacTBope HATpHS XJIOPHCTOrO, & BTOPOIO paAla - MO 2 Kanmnd TOH e B3BecH
Oaxrepuit, NpeABAPATENHHO MPOTPETOH H OXNAKACHHONA.

KonrtponeM aHTHreHOB ABMAIOTCA B3BECH XHBBIX M Tporpernix Gaxrepuii B npobupkax ¢ 0,9 %
PACTBOPE HATPHS XJIOPHCTOrO, B TOM Xe 00BEME, UTO H B pa3BeACHHAX CHBOPOTKH. Y9ET pe3yNbTATOB
npoBonAT 4epes 18 - 20 yacos naKyGammn npr 37 °C HeBOOpYXKEHHHM I/1a30M (HBAK KyJILTYPA) H B
arTmoTHHOCKONE  (mporpetas  Kyabtypa). Jlns  xmBo¥f KyABTYpH XapakrepHo ofpasoBaume
KpynHoxnomaroro K-arrmorusara, aia nporperodl - mMenxosepurcroro O-arrmotuHaTa. Pesynstar
ONCHHBAIOT KAK NONOXKHTCILHAIN NPH ONHOBPEMEHHOM HamydMA K-aTTIOTMHATAE OO THTpa WIH
NONOBHHE THTpa K-anTHTen, yxasaHHOrO Ha S3THKeTKe, a Takke O-aITMMOTHHATA JO THTpAa HAN
NOJIOBHHE! THTPa O-aHTHTE), YKA3aHHOIO Ha STHKETKe, 0o O-arrmoTuHaTa B 06oux pagax npoSupok
A0 THTpa niaH nosnosHHS! THTpa O-anTHTen. Ilocnenuee ykasnBaeT Ha orcyTerBHe K-auturena (E. coH
0151:K-) uau Ha ero noTepio y ITaMMa, IIPHHAANEKAIICIO K ONPeeNeHHOH ceporpynme,

IocTranoBka paisepuyToit PA 8 npofupxax

B passepuyroli PA B npoGmpkax ceBopotkH smepuxuosanie OK cyxme aIT/IOTMHHpPYIOT XHBHE
Ky/IbTYpH romonoraaHbx OK rpynn B paspenennn He Huxe 1:200, a nporpersie B TeeHue 30 MuH H3
BoggHolt Gane npm Temneparype 100°C B pasBezemmu He Hmme 1:1600; xmBhle KyAbTYpHi
rereponoryyibx OK rpynmn He AarmIOTHHMPYIOTCH, BO3MOXHA AITIIOTHEAUMA OPOTPETHIX
TEeTEPOJIOrHYHBIX KyIbTYP A0 THTpa He BeIIe 1/8 THTpa roMosormaHeIx KyabTyp. HaeHTHGHUBpyeMylIo
KYJLTYPY, BHpAMICHHYIO B MpobHpKax HA CKOIMEHBOM MACONEIITORHOM arape B TeucHune 18-20 ¢ npu
Temmeparype 37°C, cuumaioT 0,9 % pacTBOPOM XJIOPACTONO HATPHSA, YCTARABIHBAIOT KOHIICHTPAIHIO
MHKpOOHO# B3BecH, cooTBETCTBYIOMYIO 10 ¢AMHALAM N0 OTpacieBoMy cTanzapry MyTHocT (OCO 42:
28-85-08IT). IMomydeHHyl0 CTAHAAPTH3OBAHHYIO B3BECh NCNAT HA [ABE YACTH, ONHY M3 KOTOPHIX
nporpesalor 30 MHH Ha BoAsHoM Game npu 100°C. Cyxywo ceBOpoTKy pactsopmior B 1 mu 0,9%
PacTBOpS HATpHMNM XJIOPHAA H JAance pasBofAT MM Xe B cooTHomeHun 1:100. M3 nonywenmoro
pasBefileHHd rOTOBAT ABA pAAa MOCICAOBATENLHLIX ABYKPAaTHRIX paspeneHuit B ofneme 1,0 mu. B
npobupky nepsoro paga BHocaT mo 0,1 Mn He rperot (kmbBoif) cTannapTH3OBaHHON Bsnecn
HCCTeXyeMol KynbTyphl, B mpoOGUpKA BTOporo pana — no 0,1 M mporperoit B3pecH.

Konrponamu ciyxar npoGHpky, conepxamue 1,0 M cuBopoTkH B passencHun 1:100 6e3 KymbTyphI
(xoHTpONL cHBopoTKH) H Do 1,0 Mt 0,9 % pactBopa Hatpua xnopucroro ¢ 0,1 Mn xmBo# H rperoﬁ
KYIbTYPH (KOHTPOMb KyITYphI). Bee mpo6upku BhiiepxnBaioT B Teuenne 18-20 u npu 37°C,

Yuem u unmepnpemayus pesynomamos

Pesymeratit PA ¢ xuBoM KynnTypo#l (KpyMHOXNONMATHIA AITMIOTHHAT) YMHMTHIBAIOTCS BHIYAILHO,
pesyastatil PA ¢ mporperod KyanTypoil (MEIKO3epPHHCTHIN AIT/IOTHHAT) YMHTHIBAIOTCA C uouonmo
AITIOTHHOCKONA, Pe3ynbTaThl OLICHHBAIOTCS CACAYIOMINM o6pasoM:

4(+) - xopomo BHPAXKCHHELI! aIT/IOTHHAT, BhIaBMUN B OCANOK, MONHOCTHIO npoapaqnad
HaNOCAn0IHAd JKAIKOCT.

3(+) - xopow0 BHIPAKCHHbIA AITIIOTHHAT, BHUIABIIMK B OCAN0K, CNICTKa MyTHAd Ha.nocanoquas
KHJKOCTb. .

2(+) — meGonpmoli, HO OTYETNHBO pasAAIHMEN AITIIOTHHAT, BEINIGBIIHNA B OCANOK, MYyTHas
HAAOCANOYHAR KHKOCT.

1(+) - cmeas! AITMIOTHHATA, MYTHAA XKHAKOCT.

(-) — oTpHNATENBHBIH Pe3y/ILTAT, FOMOTCHHO MYTHAS KHIKOCTb.

Pezymbtatel PA ¢ Mccneayemol KyabTypolt yUHTBIBAIOT TONBKO NMPH YCJAOBHH OTpHHATeNBHOH PA B
KOHTPONLHEIX npobupkax. [Tonoxnrensrol PA cauraercs peakiHa HHTeHCHBHOCTHIO He HIbke 3(+).

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



UCHHE O NPHHAMICKHOCTH HCCNCAYEMOH KYIBTYPEl K COOTBETCTBYIOMIEMY CEPOTHILY MOMET
EITh CASNAHO NPH HAMHYHA MONOMHTENsHOH PA ¢ nanmolt CHBOpOTKOM, pasBenenuo# me Huxe 1/2
THTpa O ¥ K aHTHTeN, yKa3aHHOrO Ha ITHKETKE.

Y

6. O'PAHUYEHHE METOAA

Poarenr «ChiBOpOTKa 3JmeEpHXHO3HAs NOMMBANEHTHAY cyxas —PA» OpeAHasHavYeH  Uid
AMArHOCTHYCCKHX UENeH, OAHAKO OKOHUATCHBHEIN MHATHOS HE JONKEH OCHOBHBATHCS TONLKO HA
Pe3ynbTaTax AAHHOrO TeCTa. JImar€os nomkex GHITH MOCTARICH BPa“oM NOCHE TONHOTO KNMHNYECKOTO
u naboparopHoro ofcieR0BaHMs NAHEHTA.

7. YCJIOBHA XPAHEHHS, TPAHCIIOPTHPOBKH H SKCILTYATAIMH

7.1. Tpaucnopteposanue MEARUMHCKOTO U3/E/MHA JOUKHO [IPOBOTHTLCA NpH Temmepatype ot +2° no

+8° C. TpancnoproM Beex BHIOB B KPHITHIX TPAHCTIOPTHEIX CPEACTBAX B COOTBETCTBHH C NpaBHAAMH
nepeBo3ck, ACHCTBYIOWMMH Ha Tpaucmopre aamHoro buza. (CanlluH 3.3686-21 «CammrapHO-
SUHACMAONOTHYECKHE TpeGoBaHMA NO npodunaxTHke HHpeKumoRHEX Gonesmeif»). Jomyckaercs
TPAHCIOPTHPOBAHHE HpH TeMmeparype ot 9° go 25° C B Teuenne He Gonee 14 cyrox. Hamesms;
TPaHCIOPTHPOBAHHEIC ¢ HAPYIICHHEM TEMITEPATYPHOTO PEKUME, IPHMEHEHHIO He IOISKAT. :

7.2. Xpanenue !

7.2.1. Xpanenue PearenTa — B YN2KOBKE Npe/NPUATUA-IPOMIBOIMTENN B XONOMEIBHAX KAMEPaX WK
XONOTMNBLHHKAX, 0GECTIETHBAIOMHUX PErNAMEHTHPYEMBIH TEMIEPATYPHEIH PeKHM mpPH TEMIIEPATYPE OT
+2 nio +8°C B TeucHHE BCEro CPOKA FOMHOCTH, 3aMOPIKHBAHHE HE HOMYCKACTCA.

7.2.2. PactBopeHnHit PeareHT NOMYCKaeTCA XPAHHTH IUIOTHO 3AKPHITEIM BO (uiakoHe me Gouee 1
MecAla B XOJIONHNBHHKE, NpH TeMueparype oT 2 g0 8 °C, noGasu 1-2 Mr kpucranmos Gopmoif
KHCJIOTHI.

7.2.3. Cpox roarocTa: 5 et co Aun npuemkd OKK npeanpasaTas-nponsBOAHTES.

PearenThl ¢ HCTEKNIMM CPOKOM TOHOCTH MPHMEHEHHIO HE MOMICIKHT.

7.3. SrcnuyaTanus.

7.3.1. PeareHr QOJKeH NPHMEHATHLCA COINIACHO HHCTPYKUMH MO NPHMEHEHHIO, YTBEPIKASHHOH B
YCTAHOBJIEHHOM MOPALKE.

7.3.2. Henpasmreroe ofpamenne ¢ o6pasuaMy 1 H3MEHEHHE NPONEAYPH MOCTAHOBKA AHATH3A MOTYT
TMOB/THATL Ha pe3ynbTaThl. [lng nosydeHns HaeXHBIX PE3yILTATOB HEOGXOAMMO CTporoe cobmoneH e
HHCTPYKIME 110 IPHMEHEHHUIO,

7.3.3. Onpenenenue NMpOU3BOAATCE U3 TOCeBa GHOMAaTepAANA HEHOBEKA (KPOBb, THOH, OTAGHAEMOS
yimeH, Hoca, paH, rna3, 3KCCYHAT ILIEBPAILHOM NONOCTH, Kai, MPOMKIBHEE BOAR XY/, PBOTHEEC
MAcCCHl, BRJIC/ICHHA H3 ICPRAKANILHOTO KAHANA Y XKEHIMH, MO4A | Ap., B COOTBETCTBHH ¢ HHCTpYyRIHAEH
0O NPAMEHEHHIO K HCOONb3yeMol murarensHoil cpene).

Kaxcuiit oGpasen; MaTepuana NOMEIAIOT B OTACNEHYIO TPAHCHIOPTHYIO EMKOCTh.

74. Yrumusaums.

7.4.1. Hanenus, IpHIIEANIHE B HCUPHTOAHCCTD, B TOM YMCIE B CBA3M ¢ HCTEYCHHEM CPOKA TOAHOCTH,
NOANEKAT YTHAH3AIHNH. - '

7.4.2. ITpn nenoms3oBanun Pearenta o6pasyrores oTxons knaccoe A u B, _

7.4.3. Y 1anATh HEHCMIOME30BAHHEIE PEAKTHBE HEOOXOAMMO B COOTBETCTBUH ¢ TpeGopannamy CanlluH
2.1.3684-21 «CannTapHo-3nH/ICMHONIOTHYECKHE TPEGOBAHHNA K CONCPKAHAIO TEPPUTOPHI TOPOJCIHX H
CENILCKMX MoceneHud, K BOAHBIM OOBEKTAM, IATLEBON BOAE H INUTHEBOMY PBOAOCHAGKEHHIO,
atMocepHOMY  BO3OYXy, NOYBAM, JKIWIBIM MOMEMEHHAM, 3KCIUIYSTAAH [POHIBOJICTBEHHAIX,
OOMIECTBCHMBIX NOMEImEHHH, OpraHH3alUME M MPOBENCHHI) CAHHTAPHO-IPOTHBOSMHACMHYCCKAX
(npodunaxraveckux) meponpusTaii», MY 287-113 no nesun¢exumn, mpeACTEPEIHM3IAMONHON OTHCTKES
H CTCPHNIH3ALUNH H3MCINN MEQUUMHCKOTO HARHAYCHH.

744, Pearentn B coorBerctBEH ¢ CaHlluH 2.1.3684-21 «CaHHTApHO-INHASMHONOTHIECKHE
TPEGOBAHASA K COACPAKAHHIO TEPPHTOPHH IOPOACKHX M CEMbCKHX MOCENeHHH, K BOXHBIM OOBeKTaM,
NHTHEBOE BOZC H IHTLEBOMY BOZOCHAOKEHMIO, ATMOCHEPHOMY BOSAYXY, NOYBAM, MKIIEIM
NOMCICHNAM, 3KCIUIYATALIKH ITPOH3ROJACTBEHHEIX, OOIICCTBEHHBIX NOMCIHICHMY, OpraHu3ammd o
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TOBEJCHHUIO CAaHUTAPHO-TIPOTUBOSUAEMUYECKUX (TPO(PUIAKTUIECKUX) MEPONPUATHID OTHOCHTCSA K
kimaccy b (armneMuonorunueckn onacHeie 0Txobl). [Ipumensats MU cTporo mo Ha3Hau€HUIO, COTIIACHO
WHCTPYKIIVH.

7.4.5. YTunuzauus NpOBOJIUTCS CIEHUATM3UPOBAHHBIMU OPTaHU3aLMAMU, KOTOPHIE UMEIOT JIUIIEH3UIO
Ha MPaBO YTUJIM3AIMH MEIUIIMHCKUX OTXOJIOB.

8. TAPAHTHUU TPOU3BOJAUTEJIA
8.1. IIpousBonuTeNb rapaHTHPYET COOTBETCTBUE BHITYCKAEMbIX HU3/ENUil TpPeOOBaHUSAM HOPMAaTHBHON U
TEXHHUYECKOH JOKYMEHTALIUH.
Be3omacHOCT 1 Ka4eCTBO M3JIENUs TAPAHTHUPYIOTCS B TEUEHHE BCETO CPOKa TOJJHOCTH.
8.2. Tlpom3BomuTtenb OTBEUACT 3a HENOCTATKH H3ICTHS, 32 HCKIIOYCHHEM Je(PEKTOB, BO3HUKIIHX
BCJIC/ICTBHE HAapyIICHHs TPaBHI TIOJIb30BAHUS, YCJIOBUH TPAaHCIOPTHPOBAHUS W XpaHEHHsS, JHOO
JEWCTBUS TPETHUX JIHIIL, TUOO HETIPEOTOTUMOMN CHIIBL.
8.3. IlpousBoauTens 00s3yeTcs 3a CBOHM CYET 3aMEHUTh H3JeNIue, TeXHUUECKHe M (DyHKIIMOHAIbHBIC
XapaKTePUCTHKU (MMOTPEOMTEIIbCKHE CBOMCTBA) KOTOPOTO HE COOTBETCTBYIOT HOPMAaTHBHOW U
TEXHUYECKON JJOKYMEHTAIMH, €CIH YKa3aHHbIC HEJIOCTATKU SIBHIHUCH CICICTBHEM CKPBITOrO AcedeKTa
MaTepUaJIOB WM HEKAYE€CTBEHHOTO U3TOTOBJICHUS U3JIENNS IPOU3BOAUTEIIEM.

9. KNIMEHTCKOE OBCJIYKUBAHUE

ITo Bonpocam kadecTBa MEIUIIMHCKOTO M3CIIUS

Pearenr mns ceponorumveckoit wuaeHtudukamuu Escherichia coli B peaknum arraoTHHALMH
«CpIBOpOTKA »UIEPUXHMO3HAsA MonuBajeHTHas cyxag - PA» mo TY 21.20.23-011-96299156-2022
npocbOa o0paIaTbes Ha MPeaNPUSITHE-TTPON3BOJUTEINb!

OOmecTtB0o ¢ orpaHmueHHONW OTBETCTBEHHOCThIO «buoXomm»y (OO0 «buoXommy), 111394,
["'MOCKBA, BH.TEP.I MYHULIMITAJIbHBIA OKPYI' HOBOI'MPEEBO, VJI ITIEPOBCKAS, /.
61/2, CTP.1, Ten.+7 (495) 280-35-52; e-mail: info@biohold.ru

AJpec pou3BOICTRA: N
OOmectBo ¢ orpaHumueHHOW OTBeTCTBeHHOCThIO «HayuHo-IIponsBoacteennoe Ilpennpusrtue
«duaBura» (OO0 «HIIIT «/lnaBuray), 141074, MockoBckasi o0nactb, r. Kopones, yi. [Inonepckas,
114, x. 203

I'enepanbHbIii

000 «buo 1.B.Pagromkun
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lpouruTo, NpoHYMEpOBaHO

(- nuct (oB)),

CKPEIJICHO Ie4aThI0
epajbHbIN TUPEKTOP

«buoXomm»

N.B. Pagtomikuu
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