2.1.6.1 CTEPUJIBHOCTb

B o6me#t ¢apmakorneifHON cTaThe MPUBEICHBI METOJbl HCIBITAHUS HAa CTEPUIBLHOCTD
cyOcraHiuil 111 papManeBTHYECKOro IPUMEHEHUS, JIEKAPCTBEHHBIX IpenapaToB U MaTepHaJIoB,
K KOTOPBIM NPEIbABISIECTCS TpeOOBaHNE CTEPHIBHOCTH *(1anee — mpOayKThI)*.

Y IOBIETBOPUTENBHBIN PE3YJIBTAT CBUAETEIBCTBYET TOIBKO O TOM, YTO B MCIBITYEMOM
00pa3ie B yCIOBUSIX UCIIBITAHUSA HE OOHAPY)KEHO KOHTAMHUHUPYIOIIUX MUKPOOPTaHU3MOB.

MEPDBI I[TPEAOCTOPOXHOCTH ITPOTHB KOHTAMHMWHAILINHA
MUKPOOPI"AHNU3MAMU

HcrnpiTanue Ha CTEPHIBHOCTD BBIMOJHSIOT B ACENTUYECKUX YCIoBUsIX. [list obecrneueHus
TaKUX YCJIOBHI, OKpYXarwllas cpeia JODKHAa OBITh aJalTUpOBaHA K CIIOCOOY MPOBEICHHUS
UCIIBITAHUS HA CTEPUIIBHOCTh. Mephl MPEI0CTOPOKHOCTH, IPHHUMACMBIC ISl IPEIyHPEKACHHS
KOHTaMUHAllUW, HC JOJUKHBI BJIUATH HU HAa OJWH M3 MUKPOOPraHU3MOB, O6Hapy7I(I/IBa€MBIX B
XO/Ie MCIIBITAaHUS. YCIIOBUS, B KOTOPBIX BBIMOJHACTCS UCIBITAaHHE, PETYJISIPHO KOHTPOIHUPYIOT
nyTéM oTOOopa mpol paboydeld 30HbI, a TAK)KE MPOBEIEHUEM COOTBETCTBYIOIIUX KOHTPOJICH.

I[IMTATEJIBHBIE CPEIbI U TEMIIEPATYPA MHKYBAILIMA

[TuTarenbHbIe Cpeabl s UCIBITAHUNA MOTYT OBITH NPHTOTOBJICHBI, KAK ONMHCAHO HUXKE,
MOYKHO HCIIOJIb30BaTh KOMMEPYECKHU JOCTYIHBIC SKBHBAJICHTHBIC TUTATEIBHBIE CPEIb, €CIIU OHU
BBIJICP)KUBAIOT UCIIBITAHUE HA POCTOBBIE CBOICTBA.

VYCTaHOBIIEHO, YTO yKa3aHHbIC HM)KE MUTATENbHbIE CpPeibl MOAXOMAT Ui MPOBEACHUS
UCTIBITAHUS Ha CTEPUIBHOCTD. JKHIKast THOTIIMKOJIEBAs cpesia B IIEPBYIO OUepe/Ib MpeIHa3HAYCHA
JUIs KyJAbTMBMPOBAHUS aHA’pOOHBIX OaKTEepHii, OJHAKO, OHA TAKXKE MOXKET OOHApyXHUBaTh U
a’poOHble OakTepuu. CoeBo-Ka3enHOBas cpefa MOAXOAUT AJIs KyJbTUBUPOBAHUS Kak rpHOOB,
TaK ¥ a3pOOHBIX OAKTEPH.

Kuokas muoenuxonesasn cpeoa

L-iimcrun 05r
Arap MukpoOunosiornueckuii (BiaxkHocTh He 6onee 15 %) 0,75r
Hatpus xnopua 251
['mrok03a MOHOTHIPAT/TIIIOKO3a 551/50r
JposxxKeBOl 3KCTPaKT (BOJIOPACTBOPUMBIIA) 50r
[Tankpeatnueckuii rugponausar *(rnepesap)™* kazenHa 150r
Hatpust THOrIUKOIAT WK 05r
KHCJIOTa TUOTIUKOJIEBAs 0,3 M
PactBop pe3azypuna Hatpus (1 1/11), CBEXKEPUTOTOBIICHHBIH 1,0 M
Booa P 1000 mu
pH nocne crepunuzannn O16,9 0 7,3

CmemmBaror L-iuctuH, arap MHUKpPOOMOJIOTHYECKUM, HATPHUs XJIOPHA, TIIOKO3Y,
BOJIOPACTBOPUMBIN APOAGKEBOM HKCTPAKT M MAHKPEATUYECKUM THIPOJIM3aT Ka3enHa ¢ Bojou P u
HarpeBaroT JI0 MOJHOTO pacTBOpeHHUs. B MosydeHHOW cMecH pacTBOPSIOT HATPUS TUOTJIUKOJISAT
WIH THOTJIMKOJEBYIO KHUCIOTYy M, €Cclu HeoOxomumo, mpubasnsaor 1M pacmeop nampus
2udpokcuoa B TAKOM KOJIMYECTBE, 4TOObI nocie crepunuzauuu pH cpenbl coctasisit ot 6,9 1o
7,3. Ecniu HeoOxoauMa (uIbTpaius, pacTBOp CHOBAa HArpeBalOT, HE JIOBOJS 10 KHIICHUS, U
GUIBTPYIOT TOPSIYMM 4Yepe3 YBIAKHEHHYIO (QHIbTpoBalibHYIO OyMmary. IlpuGaBisitoT pacTBOp
pe3a3ypuHa HaTpusi, MEPEMEIIMBAIOT, MOMEIIAIOT CpeAy B MOAXOAAIINE EMKOCTH, KOTOpbIE
00€eCIeunBaOT TaKOE COOTHOIICHHE MOBEPXHOCTU CPENbl M TIIYOHMHBI, IPH KOTOPOM HeE Oosiee
BEpXHEH MOJIOBUHBI CpEeIbl MPETEPHeBAaCT M3MEHEHHE 1IBETa, YKa3bIBAaIOILee Ha TMOTJIOIIECHUE
KHUCIIOpOJia B KOHIIE MHKyOanuoHHOro mepuojaa. CTepuin3yioT, MCHOJB3YS BalUAUPOBAHHBIN
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npouecc. Cpeny xpanar npu temmeparype ot 2 °C go 25 °C B CTEpHIIbHBIX T€PMETUUYHBIX
émkoctsax. Ecam Oonee omgHOW TpeTW BEpXHEW 4YacTH Cpeibl MPUOOpETaeT PO30BYIO OKPACKY,
cpeaa MOXKET OBITh OJTHOKPAaTHO BOCCTAHOBJIEHA HAarpeBaHUEM EMKOCTH B BOJASHOHN OaHe Win
TEKy4YHM [apoM J0 MCUYE3HOBEHMSI PO30BOM OKPACKH C MOCIEAYIOUIUM OBICTPHIM OXJIAXIECHHUEM
npu COONIOACHUU Mep, MPenyNpeXIaomuX MonajaHiue B €MKOCTH HECTEPUIIBHOTO BO3IyXa.
Cpeny He HUCHONB3YIOT IO HCTEUEHUU CPOKOB XPAHEHMs, YCTAHOBJIEHHBIX HAa OCHOBAaHUU
BaJIMIallUN.

Kunkyro THOTJIMKOJIEBYIO cpely MHKyOupytoT mipu Temmneparype ot 30 °C go 35 °C.

Jljis eKapCTBEHHBIX CPEACTB, COAEPIKAIIUX PTYTHbIE KOHCEPBAHTHI, KOTOPbIE HE MOTYT
IPOXOJUTh HUCHBITAHHE HAa CTEPHIIBHOCTH METOJIOM MEeMOpaHHOW (MIBTPAllUd, BMECTO COEBO-
Ka3eMHOBOM cCpelbl MOXKET ObITh HCIONb30BaHA KHUJAKAas TUOTJIHMKOJIEBas cpefa, KOTOPYIO
UHKYOupyroT mpu Ttemneparype ot 20 °C go 25 °C, ecnum MOATBEp)KACHA NPUTOAHOCTH K
MCIIOJIb30BAHUIO MOCIIE MPOXOXKICHUS UCIIBITAHUS Ha ONPEIEIICHUE POCTOBBIX CBONCTB.

Ecin yka3aHo wunm OOOCHOBAaHO U PA3peLICHO MCMONb3YIOT —aJIbTEPHATUBHYIO
TUOTJIMKOJIEBYIO CPEAy, KOTOpas UMEET TOT K€ COCTaB, YTO W JKHJKas THOTJIMKOJIEBas cpesa, 3a
UCKJIIOUEHHEM arapa W pe3azypuHa HaTpus. [loylydeHHyI0 cMeCh CTEpMIIM3YIOT, KAaK OIKCAaHO
Boimie. [locne crepunuzanuu BennunHa pH pomkHa ObiTh OT 6,9 1o 7,3. Ilepen npumeHnenuem
CMECh HAarpeBalOT Ha BOJSHON OaHe W MHKYOupyroT mpu Temreparype oT 30 °C mo 35 °C B
aHa’POOHBIX YCIOBHSIX.

Coeso-kazeunosas cpeoa

[Tankpearnueckuit ruaponausar *(nepeBap)™ kazenHa 170r
[TamannoBBIN TUApPONHM3aT *(TIepeBap)™ coeBbIx 6000B 30r

Hatpus xmopua 50r

Kanus pocdar aByzamenieHHbIH 25T
['mroko03a MOHOTHAPAT/TIIIOKO3a 25123T
Booa P 1000,0 mx
pH nocne crepunuzanun Or 7,1 no 7,5

TBEpbIe KOMIIOHEHTHI PACTBOPSIOT B 800e P, cierka HarpeBas, 10 MOJIYy4eHHUs] pacTBOPA.
PacTBop oxjakaaroT A0 KOMHATHOM Temnepatypsl. [Ipu HeoOxoammoctu, mpubasnsoor 1 M
pacmeop Hampus 2udpokcuoa, Tak, 4ToObl ocne crepunuzanuu pH pactBopa cocrasiusi ot 7,1
1o 7,5. Ilpu Heo6X0MMOCTH, QUIBTPYIOT JUIS MOJIYYEHHUS IPO3PaYHOro pacTBOpa, MOMENA0T B
NOAXOAIIMEe EMKOCTH U CTEPUIM3YIOT, MCIOJB3Ysl BaIMIMPOBAHHBIN mpouecc. Cpeny XpaHsT
npu temmeparype or 2 °C no 25 °C B CTEpWIBHBIX I€pMETHYHBIX EMKOCTAX, €CIM OHA HE
npelHa3HayeHa Jid HEMEJUIEHHOTo Hcrmosb3oBaHus. Cpeay He HCNONb3yIOT MO HCTEYEHUU
CPOKOB XpaHEHUs, YCTAHOBJIEHHBIX HA OCHOBAHWHU BaJIHJIaLlUN.

CoeBo-Ka3enHOBYIO Cpey HHKYOupyroT npu temrepatype ot 20 °C mo 25 °C.

IIutaTenbHas cpena JODKHA BBIIEP)KHUBATH CIEAYIOIINE HCIBITAHUS, IPOBOAUMBIE 0
WJIM NapaJljIeNIbHO C UCIIBITAHWEM MPOJYKTa Ha CTEPUIIBHOCTb.

CTEPUJIBPHOCTA.
[Topuuu muTaTeapHON Cpenbl MHKYOUpYIOT B TeueHue 14 mueit. He mombKHO MOSBHTHCS
MIPU3HAKOB POCTa MUKPOOPTaHU3MOB.

UCIIBITAHUA HA CTHUMYJIMPOBAHUE POCTA ASPOFOB, AHADPOBOB U
T'PHEOB *(POCTOBBIE CBOHCTBA CPEJ])*.

HcnpiTannio moaBeprawT Kaxayl MapTHIO TOTOBOM Cpelabl M KaXKAYI0 MapTHUIO CPE.bL,
INPUTOTOBIEHHOW M3 CyXMX Cpel WIM W3 MHrpeaueHToB. [loaxondimue 1mTammbl
MHUKPOOPTaHU3MOB yKa3aHbI B Tabnmme 2.1.6.1-1.

[Topruu KUAKOH THOTJIMKOJIEBOH Cpelbl MHOKYIMPYIOT HEOOJBIIMM KOJINYECTBOM (HE
6osee 100 KOE) crnenyromux MUKpOOPTaHU3MOB, WCIIONB3YS OTIACIBHYIO TMOPIHIO CPEIbl IS
kaxoro mukpoopranusma: Clostridium sporogenes, Pseudomonas aeruginosa, Staphylococcus
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aureus. IMopiun coeBo-Ka3eMHOBOM cpeabl HHOKYJIHUPYIOT HEOOIBIINM KOJMUECTBOM (HE Ooiee
100 KOE) cnenyromux MUKpPOOPTaHU3MOB, UCIIOJIb3YsI OTICIBHYIO MOPITUIO CPEIbI I KaXKA0TO
mukpoopranusma: Aspergillus brasiliensis, Bacillus subtilis, Candida albicans. Uuky6upytor B
TeyeHUue He Oojee TPEX CYTOK A BbIpalllMBaHMs OakTepuil M He Oojee MATH CYTOK JUIs
BbIpalBaHUs rpHUOOB.

IToceBHBIE KyIbTYpHI PU NMPOBEJEHUN HCIIBITAHUS UCHOJIb3YIOT TAKMM 00pa30M, YTOObI
JKM3HECIIOCOOHBIE MHUKPOOPTaHU3MbIl IJId WHOKYJIAIINU OBLIH U3 maccaxa, HC IMPCBLIIAIOIICTO
ISTOrO MaccaXka OT IJIaBHOW IOCEBHON KYJIbTYPBI.

IIuTaTnbHbBIC CpCAbl ABJIAKOTCA NPUTIOAHBIMUA IIPU YCJIIOBUH HAJIUYUS 4ETKOT0 BU3YaAJIbHO
Ha0JIF01aeMOr0 POCTa MUKPOOPTaHU3MOB.

Tabmuna 2.1.6.1.-1. — Tecm-wumammsl MUKpOOpeanu3zmMos, npueooHvie 0iisi NPOBEPKU POCHOBLLX
CBOUCME U NPUCOOHOCIU MEMOOUKU UCHBIMAHUS

AspoOHBIE OaKTEPHH

Staphylococcus aureus ATCC 6538, CIP4.83, NCTC 10788, NCIMB 9518,
NBRC 13276, *I'KIIM 201206*

Bacillus subtilis (B. spizizenii) ATCC 6633, NCIMB 8054, CIP52.62, NBRC 3134,
*I'KIIM 010011*

Pseudomonas aeruginosa ATCC 9027, NCIMB 8626, CIP82.118, NBRC 13275,
*I'KIIM 190155*

Anas’poOHbIe OaKkTepun

Clostridium sporogenes ATCC 19404, CIP 79.3, NCTC 532 unu
ATCC 11437, NBRC 14293

['pulsI

Candida albicans ATCC 10231, IP 48.72, NCPF 3179, NBRC 1594,
*I'KIIM 303903*

Aspergillus brasiliensis ATCC 16404, IP 1431.83, IMI 149007, NBRC 9455

I[TPOBEPKA ITPUTTOJHOCTU METOJAUKU UCITBITAHUA

HpOBepKy MPUTOAHOCTH IIPOBOAAT TEM KE MCTOAOM, KOTOPBIM IMMPOBOAAT UCIIBITAHUC Ha
CTCPUIIbHOCTD ITPOAYKTA, CO CJICAYIONIMMU NU3MCHCHHUAMMU.

MEMBPAHHAA ©UJIPTPALIUA

[locne mepeHoca CcoOAEpPKMMOTIO YHNAKOBKM WJIM YHNAaKOBOK Ha MeMOpaHy B
3aKJIIOYUTEBHYI0 MOPIHMIO CTEPHJIBHOTO PpACTBOPUTEINS, HCHOIB3YEMOro JUIsl MPOMBIBKU
bunpTpa, BHOCAT HEOOJBIIOE KOJIMYECTBO KUZHECTOCOOHBIX MHUKPOOPTraHW3MOB (HE Oolee

100 KOE).

IIPAIMOH IIOCEB

[Tocrne BHeceHUsT B MUTATEIBHYIO CPEIy COACPKUMOTO YIMAKOBKU WM YMAKOBOK (IS
KEeTryTa W JPYIHX XUPYPTrUYECKHX MIOBHBIX MaTepUAlOB JIJII BETEPHHAPHOTO MPUMEHCHUS:
HUTH) B Cpely BHOCIT HEOOJBIIOE KOJTUIECTBO KU3HECTIOCOOHBIX MHUKPOOPTaHU3MOB (He Ooiiee
100 KOE). B o0oux ciay4asXx HCIONB3YIOT T€ K€ IITAMMBI MHKPOOPTaHW3MOB, YTO OTIMCAHBI
BBIILIE B paszfene Mcnoimanus Hma cmumyiupoganue pocma aszpo6os, ana’po6os u epubos
*(pocmosvie ceolicmea cped)*. B kadecTBe MONOKUTEILHOTO KOHTPOJISI MPOBOAST HUCIIBITAHUE
Ha CTUMYJHpPOBaHUE pocTa. Bce éMKOCTH, coaepiKallie MUTATeIbHYI0 Cpely, HHKYOHPYIOT He
Oonee msatu cyrok. Ecnu mocne mHKyOanuu HaOMI0al0T POCT MHUKPOOPTraHU3MOB, BU3YalIbHO
COTOCTaBUMBI C POCTOM MHKPOOPTaHU3MOB B KOHTpPOJE, HE COAEpXkKAIIEM HCIBITYEMOTO
oOpa3Iia, JeNalT BBIBOJ, YTO JIMOO HMCHBITYeMBIH 00pa3ell B 3TUX YCJIOBHSX HCIBITAHUS HE
o0nasaeT aHTHUMHKPOOHBIM JAeWcTBHEM, JHOO 3TO JeHCTBHME OBUIO B JIOCTAaTOYHOH Mepe
ycTpaHeHo. B Takom ciydyae HUCHBITaHME Ha CTEPUIBHOCTH MOXET OBITh MPOBEACHO 0e3
JalIbHEUINNX U3MEHCHU.
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Ecnmu mocne wuHKyOauuu He HAOMIOJAIOT pOCTa MHUKPOOPTaHW3MOB, BHU3YaJbHO
COMOCTaBHMOTO C POCTOM MHKPOOPTaHH3MOB B KOHTpOJIE, HE COAEPKAIEM HCIBITYEMOTO
o0pasima, AenaroT BBIBOJ, YTO HCIBITYEMBI MPOAYKT 00JIagaeT aHTMMUKPOOHBIM ACHCTBUEM,
KOTOpoe HE OBUIO B JIOCTATOYHOH MeEpe YCTPAaHEHO B BBHIOPAHHBIX YCIOBHUSAX HCIIBITAHUS.
W3MEHSIOT yCI0BUSL UCIIBITAHUS, YTOOBI YCTPAHUTh AaHTUMHUKPOOHYIO aKTUBHOCTB, M TIOBTOPSIIOT
IPOBEPKY MPUTOTHOCTH METOTUKH.

[TpoBepKy MPUTOAHOCTHA METOAUKH UCTIIBITAHUS IPOBOJIAT B CICIYIOIIUX CITydasx:

a) KOr/ia MPOBOJIUTCS MCIIBITAHWE HAa CTEPUIIBHOCTH HOBOTO MPOAYKTA,

0) Ipu BHECEHUU JIFOOBIX U3MEHEHUH B 3KCIIEPUMEHTAILHBIC YCIIOBHS UCIIBITAaHUSL.

[IpoBepKy NPHUTrOJHOCTH MOXKHO BBINOJMHATH OJHOBPEMEHHO C HCIBITAaHHEM Ha
CTEPHIIBHOCTB MCIIBITYEMOTO IPOIYKTA.

NCIIBITAHUE HA CTEPUJIBHOCTD

WcnpiTanne MoxeT OBbITh HPOBEJEHO C MCIOJNb30BAaHUEM METOJa MeMOpaHHOU
GwIbTpauuy WK MyTEM MPSMOIO IOCeBa UCHBITYEMOro oOpa3la B MUTaTeldbHYIO cpeny. Ilpu
UCIBITAHUU TPOBOJSAT COOTBETCTBYIOLIME OTPULIATENbHBIE KOHTPOIM. Meton MeMOpaHHOI
(GWIbTpalui UCHOJIB3YIOT BO BCEX CIydasX, KOI/la 3TO JOMYCKAaeTCsl CBOMCTBAMU UCIIBITYEMOIO
IPOAYKTa, TO €CTh A punbTpyemsbix BoaHbIX JIC, ciupToBbix minu MacisHelx JIC, a Takxke as
JIC, cmemmBaeMbIX WJIHM pacTBOPUMBIX B BOIHBIX WJIM MAacCISHBIX PACTBOPHUTENAX, HE
00J1aJaroInX aHTAMUKPOOHBIM ICHCTBHEM B YCIOBUSX UCIBITAHHS.

MEMBPAHHAA ©UJIBTPALIUA

Hcnonp3ytor MeMOpaHHbIE (QWIBTPEI € HOMHUHAJIBHBIM  pa3MepoM TOp, He
npesbimatomuM 0,45 MKM, ¢ ycTaHOBIIEHHON 3(P(PEKTUBHOCTBIO yIepKaHUS MUKPOOPIaHU3MOB.
Hanpumep, ¢punabTpel Ha OCHOBE HUTpAaTa LEJUIIOJIO3bI MCIIOJIB3YIOT JJISi BOAHBIX, MACISHBIX U
pa30aBIeHHBIX CIUPTOBBIX PACTBOPOB, a (QWIBTPHl HAa OCHOBE aleTrara IeJUIIONIo3bl — JUIs
pacTBOpPOB C BBICOKMM cojepkanuem cnuprta. g Hekoropbix BuaoB JIC, nampumep, aiis
AHTHUOMOTUKOB, MOTYT MOTPEOOBATHCS CIEIHATBHO alalTUPOBAHHBIE (DUIIBTPBHI.

[IpuBeneHHass HMKE METOAMKA MpPENoJiaraeT MCIOJb30BaHHE MeMOpaH AHaMETpOM
okoio 50 mM. Ilpu wucnonb3oBaHMU (QHUIBTPOB APYTUX JUAMETPOB OOBEMBI pa3BelCHUH U
IIPOMBIBOK JIOJKHBI OBITh H3MEHEHBI COOTBETCTBYIOLIUM 00pa3oM. OUIBTPOBAIBHYIO YCTAHOBKY
U MeMOpaHy CTEepWIM3YIOT MOAXOJAIIMM crocoOoM. KOHCTpyKIMsS YCTaHOBKM JOJKHA
oOecnieunBaTh BBEJCHHE M (UIBTPALMIO HCIBITYEMOTO pacTBOpa B ACENTUYECKUX YCIOBHUSX,
acernTu4ecKoe U3BJIeUeHHEe MEMOpaHsbl Ul e€ MepeHoca B MUTATEIbHYIO Cpely WU MPOBEIECHUE
MHKYOAalMY Mociie MOMEUIEHHs] TUTAaTENbHOM Cpe/ibl B yCTaHOBKY.

Bonnbie pacrBopbl. Ilpu HeoO6XxoauMocTu HEOOJBIIOE KOJMYECTBO IMOAXOJSIIETO
CTEpUJIBHOTO PAcTBOPUTENS, HAapuUMep, HEHUTpaIbHOTO pacTBOpa MSICHOTO WM Ka3eMHOBOTO
nentoHa ¢ koHueHtpamueit 1 r/n (pH ot 6,9 no 7,3), momemiaror Ha MeMOpaHy yCTaHOBKH U
GuabTpyroT. PacTBOpUTENIh MOXKET COACpXKATh MOAXOMAIIME HeHTpanu3yromue u (W)
MHAKTUBHPYIOIIHE BEIIECTBA, HAPUMED, B Cllyuae aHTUOMOTHKOB.

CopepxrMO€e YIaKOBKU WUJIM YIAaKOBOK IEPEHOCAT Ha MeMOpaHy WM MeMOpaHbI Mocie
pa3baBneHus (MpH HEOOXOAMMOCTH) BBIOPAHHBIM CTEPHJIBHBIM PAcCTBOpPHUTENEM J0 00BEMA,
UCIIOJIb3YEMOTO TMpPH TMPOBEPKE MPUTOAHOCTH METOAMKM HCHBITAaHUS; B JIIOOOM cilydae,
UCTIOJIB3YIOT KOJIMYECTBO HCIBITYEMOTro o0paslia, He MEHee yKa3aHHOro B Taliuile HoMep-2.
Hemennenno guibptpyror. Eciiu ucnbITyeMbiid TpoayKT 00J1a1a€T aHTUMUKPOOHBIM JIEHCTBHUEM,
MeMOpaHy IPOMBIBAIOT HE MeHee TPEX pa3 MyTEM MpOIycKaHus yepe3 He€ 00bEMa BHIOPAaHHOTO
CTEpUJIBHOTO  pAcCTBOPUTEINSA, HCIOJb3YEMOr0 TMpU MPOBEPKE MPUTOJAHOCTH METOAMKHU
ucnbITanus. [IpoMBIBOUHBIN IIUKIT HE JODKEH MpeBbImaTh matu pa3 no 100 Mt Ha GuibTp, naxe
€CIIM IIPU MPOBEPKE MPUIOJHOCTH METOAUKH OBLIO MOKA3aHO, YTO TAKOM LIMKI HE MOJHOCTBIO
yCTpaHsAET aHTUMHKpPOOHOE aelcTBHe. MeMOpaHy IETUKOM HEPEHOCAT B MHUTATEIBHYIO CPEIy
WIH JIEJAT €€ B ACENITUYECKUX YCIOBUAX HA JABE PABHBIC YAaCTH, KAXKAYIO U3 KOTOPBIX IIOMEUIAIOT
B JIB€ MOJXOSIINE MUTATENbHbBIE Cpenbl. VICIONb3yIOT Takue ke 00bEMBI MUTATEIBHBIX CpEJ,
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KaK U IIPU MPOBEPKE MPUTOTHOCTH METOIUKU. AJIbTEpHATHUBHO, TUTATENbHAS CPE/la MOKET OBbITh
nepeHeceHa Ha MeMOpaHy ycTaHOBKH. [luTaTenbHble cpefbl HHKYOUPYIOT B T€UEHHE HE MEHee
14 nueit.

TBepabie pacTBOpuMbIe BemecTBa. /[ KaX10i MUTATEIbHOM Cpelibl UCIOJb3YIOT HE
MeHee ykazaHHOro B Tabnuie 2.1.6.1.-2 konuyecTBa mpoayKTa, pacTBOPEHHOTO B MOAXOISAIIEM
pacTBOpUTelie, HalpuMep, PacTBOPHUTENE U3 KOMIUIEKTa C JIEKaPCTBEHHBIM IIperapaTroMm, BOJE
JUI WHBEKIHHA, (U3MOIOTUYECKOM pAcTBOPE MM HEHTpPaJbHOM pacTBOpE MSICHOTO WU
Ka3eMHOBOIO TMENTOHa C KOHIeHTpanued 1r/1, W NpoOBOIAT HCIBITAHHE IO METOJUKE,
ONMCAHHOM BBIIIE AJI BOJHBIX PACTBOPOB, C MCIOJB30BAHHEM MEMOpaHbl, COOTBETCTBYIOLIEH
BbIOpAaHHOMY PaCTBOPUTEIIO.

Tabmuna 2.1.6.1.-2. — Munumanvrhoe Koauyecmeo UCnvIMyemo2o npoOyKmd, UCnoib3yemoe O0Jis
Kaxcootl nUmMamesibHoll cpeobl

MuHHMaNbHOE  KOJIMYECTBO,  KOTOPOE  CIIEIYyeT
UCIIOJIb30BaTh JUISI MIOCEBA Ha KaKIYI0 MHATEIbHYIO
cpedy, TpU OTCYTCTBUU JpPYroro OOOCHOBaHUS U
pa3pelieHus: YIOJIHOMOUYCHHOTO OpraHa

KomnyectBo B YIIaKOBKE

Kuoxuti

— MmeHee 1 mi Bce conepxumoe KaK101 yIIaKOBKH

—1-40 mn N
[TooBMHA COMEPKUMOTO Ka)XJIOW YITAKOBKH, HO HE
MeHee 1 M

— 0oiee 40 M1, HO He G6onee 100 M 20 M

— 6onee 100 mn 10 % comep’UMOT0 ymakoBKU, HO HE MeHee 20 M

— Ons OKHJOKOCTEH,  coaeprkammx | 1 mio

AHTUOMOTUKHU

Hna  nepacmeopumwix  npenapamos, | Bce conepkumoe KakJ0W yINaKOBKH, COCTABIISIOLIEE
Kpemog u masei, cycnenoupyemuvix uiu | He Mmenee 200 mr

IMYNb2UPYEMBIX

Tsepowiii

—menee 50 Mr Bce conepxrmMoe kax/10i yakoBKH

— 50 mr u 6onee, Ho meHee 300 mr [TonoBHHA COAEPKUMOTO KaKJIOW YIIaKOBKHM, HO HE
meHee 50 mr

—or300MrooSr 150 mr

—Oomee St 500 mr

Kemeym u  Opyeue xupypeuueckue | 3 orpeska HUTH (Kaxapiit aiuHO#M 30 cm)
uio6Hble mamepuansl ons
8emepUHapHO20 NPUMEHEHUs

Macaa u Maciasiible pacTBOpbI. [l KaXAOW INHUTATEIBHOM CpeIbl HMCHOJB3YIOT
KOJIMYECTBO HUCHBITYEeMOro oOpa3lla He MeHee ykasaHHoro B Tabmuue 2.1.6.1.-2. Macna u
MacJISIHbIE pPacTBOPBI, 00J1aaroIe JOCTaATOYHO HU3KOM BSI3KOCTBIO, MOTYT OBITH MOJIBEPTHYTHI
¢mibTpoBaHMIO O€3 pazbaBiieHUs depe3 Cyxylo MeMmOpany. Bs3kue macma mMoryt ObITh, NMpHU
HEO0OXOIUMOCTH, pa30aBieHbl MOAXOJAUIMM CTEPHJIBHBIM pPacTBOPUTENEM, Jii KOTOpPOTO
HOJATBEPXKJIEHO OTCYTCTBUE AHTUMHUKPOOHOTO JEHCTBHUSA B YCIOBMAX HCIIBITAaHUS, HAIpUMED,
W30MpONMIMHpUCTATOM. J[afoT Maciy mpomnuTaTh MeMOpaHy IOJ] JACHCTBHEM COOCTBEHHOM
TSOKECTH, 3aTeM (QUIBTPYIOT, MOCTENEHHO YBEIMYUBAas JaBJI€HUE WM BakyyMm. [IpoMbiBaroT
MeMOpaHy He MEHee TpeX pas, puiabTpys dyepe3 Hee Kaxkbli pa3 okono 100 mi moaxoasiiero
CTEpUIIBHOTO pacTBOpa, HaApUMeEpP, HEUTPAILHOTO PaCTBOPA MSACHOIO WJIM Ka3€MHOBOI'O IIENTOHA
C KOoHIeHTpamued | 1/, comepkamero TMOAXOIANIUNA AMYJbraTop B  KOHIICHTPAIIUH,
IPUEMIIEMOCTh KOTOPOH Oblla TOATBEpKIEHAa B XOJA€ MNPOBEPKH IPHUTOJHOCTH METOAUKH,
Harpumep, nonucop6ar 80 B konmentpanuu 10 r/nm. MemOpaHy win MeMOpaHbI TIEPEHOCSIT B
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MUTATENLHYIO CPEAy WIIH Cpebl (MM HAa000pOT) B COOTBETCTBUU C YKa3aHUSIMU, MPUBEICHHBIMU
BBIIIIE JIJIS1 BOAHBIX PACTBOPOB, U MHKYOUPYIOT MPHU TaKHUX K€ TEMIIEpPATypax B TEUEHUE TOTO Ke
BPEMEHU.

Ma3u u kpembl. [l KaxIOH MHUTATEIBHON Cpeabl HCHONb3YIOT KOJMYECTBO
UCTIBITYEMOTO MPOAYKTa, HE MEHEee yKa3zaHHOTo B Tabmuie 2.1.6.1.-2. Ma3u Ha )XHpOBOil OCHOBE
U BOJIHO-MACJSIHbIE AMYJIBCUU MOTYT ObITh pa3baBieHbl 10 1 % C moMoIbIO pacTBopa
U30MPONUIMUAPHUCTATA, KaK OMMCAHO BBIIIE, HArpeBas, MPH HEOOXOTUMOCTH, 10 TEMIEPATYpHI,
He npeBbimaroniei 40 °C. B UCKIIIOUUTENBHBIX Cydasx MOXKET ObITh HEOOXOJMMO HarpeBaHUE
70 Temrieparypsl, He mnpeBbimaioneid 44 °C. OunabTpyroT OBICTPO, HACKOIBKO BO3MOXHO, U
MPOJOHKAIOT UCHBITAHWE B COOTBETCTBUU C YKa3aHUSAMHU, MPUBEAEHHBIMU BBILIE ISl Macesl U
MAacCJISIHBIX PacTBOPOB.

IIPAIMOH ITOCEB

KonnyectBo wucmpiTyeMoro mnpoaykra, ykazaHHoe B Ttabuune 2.1.6.1.-2, momemaror
HEMOCPEACTBEHHO B MUTATENbHYIO cpeny. [Ipu 3ToM 00BEM IpoayKTa AOJKEH COCTaBIIATh HE
6onee 10 % oObEma cpensl, ecnu HEe yka3aHo WHoe. Eciu mcmbITyeMblid MpOAYKT oOnamaer
AHTUMUKPOOHBIM JI€HCTBHEM, UCIIBITAHUS BBIIOJIHAIOT 11OCIE €r0 HEUTpaIU3alMy HOAXOIAIINM
HEUTPaIU3yIOIUM areHTOM WJIM MyTEM pa30aBiIeHUs B JOCTATOUHOM KOJUYECTBE MUTATEIbHOM
cpeasl. IIpy HEOOXOIMMOCTH HCHOJIb30BaHUSA OOJBIIOr0 00BEMA HCIBITYEMOIO MPOIYKTA
IPEIIIOYTUTENBHEE UCII0NIb30BATh KOHIIEHTPUPOBAHHYIO MUTATEIbHYIO CPENY, IPUTOTOBIEHHYIO
¢ yuéroM nocienymoiuero pazoasnenus. [Ipu HeoOX0AMMOCTH KOHLIEHTPUPOBAaHHAS TUTATEIbHAS
cpelia MOXeT ObITh 100aBieHa HETIOCPEACTBEHHO K UCIIBITYEMOMY IIPOAYKTY B YIIaKOBKY.

Macasiaple  KuakocTH. Mcrmonb3yloT nuTaTtenbHble  Cpeapl ¢ 100aBICHHEM
MOJXO/AIIETO AMYJIBraTopa B KOHIIEHTPALUH, PUEMIIEMOCTh KOTOPOW Oblila MOJATBEpXKICHA B
XO0/Ie TPOBEPKH MTPUTOJHOCTH METOJUKH, Hanpumep, nonucopbara 80 ¢ koHuenTpauueit 10 /.

Ma3u u kpembl. O0Opa3zell TOTOBAT pa30aBieHWEM B COOTHOIICHHH Okojio 1:10 mytém
HMYJBIUPOBAHUS C HCHOJIb30BAHHEM BBIOPAHHOIO SMYJbraTopa B MOJXOJALIEM CTEPHIIBHOM
pacTBopuTeNle, HAaIpHUMEp, PacTBOPE MSCHOTO WJIM Ka3eMHOBOTO IENTOHA C KOHLEHTpauuen
1 r/n. Pa36aBneHHbIN NPOIYKT MEPEHOCAT B MUTATENIBLHYIO CPEy, HE COJIEPIKAILYIO IMYJIbraTopa.

WNHokynupoBaHHYI0 NMHUTATENbHYIO CPEely MHKYOMpPYIOT B TeueHuUe He MeHee 14 mHeid,
HaOJI0a0T HECKOJIBbKO pa3 B TEUYEHUE MepuoAa HHKyOupoBaHus. [lutaTenbHble cpelbl, B
KOTOpBI€ OBLIM MHOKYJIMPOBAHbI MACISIHbIE MPOAYKTHI, €KETHEBHO OCTOPOKHO BCTPSXHUBAIOT.
OpHako NpU MCMOJIb30BAHUM KUIKOW THOTJIMKOJIEBOM Cpelbl Ul ONpeleNeHHsl aHa’pOOHBIX
MHUKpPOOPTraHU3MOB, HEOOXOAMMO CBECTH K MUHUMYMY BCTPSIXMBAHHE WJIM ME€pEMEIINBaHNE IS
NOJIep>KaHUs aHaYPOOHBIX YCIOBUIA.

Kerryr m papyrume xupypruyeckue HIOBHbIEe MAaTepHasbl /I BeTePUHAPHOIO
npuMeHeHHs. Vcronb3yroT 11 KaXI0i NUTATEIbHOW Cpelbl KOJIMYECTBO MPOIYKTa HE MEHEE
ykazaHHoro B TaOmume 2.1.6.1.-2. BCKpBIBalOT TEpPMETHUYHYIO YIIAaKOBKY, COOJIIOIast
ACeNTHYECKUE MEPBI IMPENOCTOPOKHOCTH M HCIOJIB3YIOT TPU OTpe3Ka HUTH JUIsl KaKIOU
NUATAaTEeNbHOM cpeabl. [IpoBoAAT wWcembITaHWE HAa TpeX OTpe3Kax, Kaxapli jumHOW 30 cwM,
OTpE3aHHBIX OT Hayaja, IEHTPa U KOHIIA HUTH. VICTIONB3yIOT LENIbIE HUTH U3 CBEKEOTKPBITBHIX
ynakoBoK. [lepeHocsaT Kaxaplii OTPE30K HUTH B BEIOPAHHYIO MUTATEIBHYIO cpeay. Mcmomp3yroT
JIOCTAaTOYHOE KOJMYECTBO NHUTATENBbHOM cpenbl, 4YTOObI JIOJDKHBIM 00pa3oM  IOKPBITH
ucneiTyembiit Mmatepuain (ot 20 M 1o 150 mu).

HABJIIOJIEHUE U UHTEPIIPETALIUA PE3YJIBTATOB

Bpemsi oT BpemeHM B TeueHHE TepuoAa MHKYOalMu, a Takke IO ero 3aBepIICHUU
ATATENbLHOMN Cp€abpl OLCHHUBAIOT Ha HAJIWNYHUE MAKPOCKOIMMYCCKHUX IIPU3HAKOB PpPOCTa
MUKpOOpPraHu3MoB. Eciu BHeceHue MpOJyKTa MPUBOJUT K MOMYTHEHHUIO MHUTATEIHHOU CpEbl,
BCJICJICTBHE YEro HaJWYWe WM OTCYTCTBHE pPOCTA MHUKPOOPTaHW3MOB HE MOXET OBITh
OTpeNeNIeH0 BU3YyaJbHO, dYepe3 14 nHell mnocne Havyajga WHKYOAlMM MEpeHOCAT MOPIHH
MUATATEILHON cpenbl (Kaxkaas o0bEMOM He MeHee | mMil) B EMKOCTH, COJAEpIKAIIHE CBEKYIO
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AQHAJIOTUYHYIO CpeAy, U HMHKYOHUPYIOT MCXOJHbIE EMKOCTH M EMKOCTH C IEpEeHECEHHBIMU
MOPLMSMU HE MEHEE YEThIPEX JHEH.

Ecnmu mpu3HAaKoB pocTa MUKPOOPTaHW3MOB HE OOHApPYKHUBAIOT, UCIBITYEMBIH 00pasell
CUMTAIOT COOTBETCTBYIOIIUM TPeOOBAHMSIM UCIBITAHUS HA CTEPUIBLHOCTh. Eciu oOHapyXHUBarOT
MPU3HAKA POCTAa MHUKPOOPTAHW3MOB, HCIBITYEMBIH 00pa3ell He COOTBETCTBYET TPEOOBaHUSIM
UCIBITAaHUSI HA CTEPHJIBHOCTH, €CIM HE MOXKET ObITh YOeAUTEIbHO JOKa3aHO, YTO HCIBITaHUE
HEBAIHJIHO TIO0 MPUYHMHAM, HE CBS3aHHBIM C HUCHBITYEeMBbIM 00pasnoMm. VcnbiTaHue MOXET ObITh
MIPU3HAHO HEBAIMIHBIM TOJBKO B CIIy4ae BBIIIOJHEHHS OJHOTO WM HECKOJIBKUX W3 CIEAYIOIINX
YCIOBUM:

(2) naHHBIE MUKPOOMOJIOIUYECKOTO MOHHTOPHHIA TMOMEIICHUH, B KOTOPBIX MPOBOISTCS
UCIIBITAHUSI HAa CTEPUWIIBHOCTh, YKAa3bIBAIOT HA HAJIWYUE HECOOTBETCTBUSL IOMEILICHUHN
YCTaHOBJICHHBIM TPEOOBAHUSIM;

(b) aHayM3 BBIMOJIHEHHUS] METOIMKH BBISBUJ HAJTMYHE HECOOTBETCTBHUS,

(C) B oTpUIIATENBbHBIX KOHTPOJISAX ObLT OOHAPY)KEH POCT MUKPOOPTaHU3MOB;

(d) mocie uaeHTH(UKAIMKH MHKPOOPTaHM3MOB, BBIICICHHBIX B XOJ€ HCIBITAHUSA, POCT
9TOr0 BHUAA WU BUIOB JTUX MHUKPOOPTaHU3MOB MOXKET OBITh OJHO3HAYHO OOYCIOBJICH
OmMOKaMHu, CBSI3aHHBIMH C MaTepuajgamMu © (WIM) METOAMKOW, HCIOJIb30BaHHBIX MPH
MIPOBEICHUH UCIBITAHUS HA CTEPUIIBHOCTD.

Ecnan ucneiTanue npusHaAaHO HEBAIMIHBIMU, HUCIIBITAHUE MOBTOPSIIOT, MUCIHOJB3YS TO KE
KOJIMYECTBO MPOAYKTA, YTO U B IEPBOHAYATIBHOM HCIBITAHUH.

Ecim B Xome NOBTOPHOTO MCHBITAHHMS TMPU3HAKOB POCTa MHKPOOPTaHU3MOB HE
OOHapyXHUBaIOT, MPOAYKT TPU3HAIOT COOTBETCTBYIOLIUM TpeOOBAHHUSAM UCIBITAHUS Ha
CTepuiIbHOCTh. ECiM B XO7I¢ TIOBTOPHOTO HCIBITAHUS OOHAPYKUBAIOT POCT MUKPOOPTAHU3MOB,
TO MPOJYKT MPU3HAIOT HE COOTBETCTBYIOIIUM TPEOOBAaHUSIMU HCIIBITAHHS HAa CTEPUITBHOCTD.

[IPOBEJIEHUE WCIIBITAHUM JIEKAPCTBEHHBIX IIPEITAPATOB VIS
ITAPEHTEPAJIBHOI'O IIPUMEHEHUA, O®TAJIBMOJIOITMYECKUX W APYI'UX
HEMHBEKIIMOHHBIX JIEKAPCTBEHHbBIX IIPEITAPATOB, KOTOPLIE JIOJDKHbI
COOTBETCTBOBATDH TPEBOBAHUAM UCIIBITAHUA HA CTEPUJIBHOCTD

[Ipu mpoBeAeHWM WCHBITAHUS METOJOM MEMOpaHHOH (MIBTPAIMN HCIOJIB3YIOT TI0
BO3MOXHOCTH BCE COJEPKHMOE YIAaKOBKH, HO HE MEHee KOJIMYECTB, YKa3aHHBIX B
tabmume 2.1.6.1.-2, mpu HeoOXxomuMmocTH pazbaBisist ero mnpuOmm3uTenbHO 10 100 Mt
HOJIXOAALIMM CTEPHIIBHBIM PacTBOPOM, HalpuMmep, HEHTpalbHBIM pPacTBOPOM MSCHOTO WIIH
Ka3eMHOBOTO TENTOHA C KOHIIEHTpanuen 1 /.

IIpu mpoBefeHMH HCHBITAHUS METOJOM IPSIMOrO MOCEBAa HCHOJIb3YIOT KOJIMYECTBA,
ykazaHHbple B TaOmune 2.1.6.1.-2, mpum oTcyrcTBHM Apyrux ykasaHuid. McmelTaHus Ha
CTEpWJIBHOCTh B OTHOIIEHHHM OakTepuil W TpHOOB BBHINOJHAIOT HAa OJHOM U TOM XK€ oOpasle
UCTIBITYEMOTO IPOIYKTa. B cimydasx, korna 00bEM WM KOJIMYECTBO, COJIEpKAINecs B YITaKOBKE,
SBIISIIOTCSl HEJOCTATOYHBIMU IS TPOBEJCHUS WCIBITAHWM, U MOCEBAa HAa Pa3jIMYHBIE CPEIbl
HCTIONB3YIOT COACPKUMOE JIBYX HITH 00Jiee YITaKOBOK.

MUHUMAJIBHOE KOJIMYECTBO UCIIBITYEMbIX EJJUHUL]
MuHUMalTbHOE KOJMYECTBO EIWHUII, TOJJISKAMNUX HCIBITAHWIO B 3aBUCHMOCTH OT
pa3Mepa cepuu, mpuBeaeHo B Tadnwuie 2.1.6.1.-3.

Tabmuna 2.1.6.1.-3. — Munumanvroe Koauuecmeo ucnvimyemuix eOunuy

MuHuMaIbHOE KOJHYECTBO MCHBITYEMBbIX
CIMHHUL JJIs1 KaKA0H NUTATEJbHON Cpeasbl,
NpH OTCYTCTBHM [pPYroro 00OCHOBAHHMS W
pa3penieHust YoJJHOMOYEHHOT0 opraHa **

KosmmuecTBo equHuL B cepuu™

Jlexapcmeennvie npenapamul 015 NAPEHMEPANIbHO20 NPUMEHEHUs

He 60mee 100 ynakoBok ‘ 10% win 4 ynakoBKH, B 3aBUCHUMOCTHU OT TOTO,




Kakoe H3 JTUX  KOJHYECTB  SIBIISCTCS
HanOOJIbIIUM

bonee 100, Ho He 6oaee S00 yrmakoBoK 10 ymakoBok

Bonee 500 ymakoBok 2% wm 20 ynakoBok (10 ymakoBok st
NapeHTePAIbHBIX ~ IpenapaTtoB  OOJBIIMX

00bEMOB), B 3aBHCHMOCTH OT TOI'O, Kakoe W3
STUX KOJMYECTB SBJISICTCS] HAUMEHBITUM

Jlexapcmeennvie — npenapamvl 014
HeUHbeKYUOHHbLE JIeKapCmeeHHble npenapanmbol

Od)maﬂbMOﬂOZuI{QCKOZO

npumenenus —u  opyeue

He 60mee 200 ynakoBok

5 % wim 2 ynakoBKH, B 3aBHCHMOCTH OT TOTO,
Kakoe M3 JTUX  KOJHMYECTB  SIBJIAETCS
HauOO0JIbIINM

Bbosnee 200 yrakoBok

10 ymakoBoK

B ClIydasx, Koraa HeKapCTBeHHBIﬁ nperapar
BBIITYCKACTCAd B OAHOAO30BBIX  YIIAKOBKAX,
MNPUMCHAIOT HNPUBCACHHYH BBIIIC CXEMY JIA
JICKApPCTBCHHBIX nperapaTroB JUIA
MMapCHTCPAJIbHOI'O MPUMCHCHUA

Kemeym u opyeou xupypeuueckutli wio8Hbll
mMamepuan OJis 6eMepuHapHO20 NPUMEHeHUs.

2 % wim 5 yrmakoBOK, B 3aBHCHMOCTH OT TOTO,
Kakoe M3 OTHUX  KOJHMYECTB  SIBISICTCS
HanOoJIbIINM, HO He Oosiee 20 yrakoBOK

T'omoswitl nepacgacosannviii npodykm meepowti (in bulk)

He 6omee 4 ynakoBok

Kaxnyro ynakoBky

bonee 4, Ho He 60nee 50 ynakoBok

20 % wnu 4 ynakoBKH, B 3aBUCIMOCTH OT TOTO,
KaKoe W3 OTUX  KOJIMYECTB  SIBIISAETCS
HanOOJIBIINUM

bonee 50 ymakoBok

2 % wim 10 ynakoBOK, B 3aBUCUMOCTH OT TOTO,
Kakoe€ M3 JTUX  KOJHMYECTB  SIBJIETCS
HanOO0JIbIINM

* Ecnu pazmep cepuu Heuszgecmet, UCHONb3YION MAKCUMATbHOE KOTUYECMBO YKA3AHHBIX eOUHUY
** Ecau cooepaircumoco 00HOU YRaKo8Ky 00CMAamo4Ho 0Jisi NOce8a Ha 08¢ NUMAMENbHOU Cpeobl,
Mo 8 OAHHOU KOJIOHKEe OGHO KOIUYeCmB80 YNAKOBOK, He0OX00umoe 0.1 00eux cpeo.

Pexomenoayuu no nposedenuro ucneimanusi Ha CMEPUIbHOCMb NPpUeOeHbl 6 obuyell
gapmakonetinoti cmamve Homep. IIpumenenue ucnvlmanus Ha CMepPulIbHOCMb.




