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rocCT 28085-2013

MpeancnoBue

Llenn, OoCHOBHbLIE MPMHUMMNBLI U OCHOBHOW MOPSAOK NpoBedeHuss paboT Mo MeXrocynapCTBEHHOW
ctaHgapTu3aumm  yctaHoeneHsl [TOCT 1.0 — 92 «MexrocygapcTBeHHas cucTemMa CTaHOapTU3aunn.
OcHoBHble nonoxexusi» n FTOCT 1.2-2009 «MexxrocynapcTeeHHaa cucTema ctangapTtusaumi. CtaHgapThbl
MEKIocy4apCTBEHHbIE, MpaBuia U pekoMeHJauun Mo MeXrocy4apCcTBeHHOW cTaHgapTusauun. [Mpaeuna
pa3paboTKK, NPUHATUS, NPUMEHEHWS, OBGHOBNEHWS M OTMEHbI»

CeepfieHus o cTaHpapTe

1 PASPABOTAH ®epgepantHbiM rocygapCTBeHHbIM BlOMKeTHbIM yupexaeHuem «Bcepoccuiickuin
rocyaapcTeeHHbii LieHTp kayecTBa U cTaHOapTU3ALMN NEKapCTBEHHLIX CPEACTB AMNS MUBOTHLIX U KOPMOB»
(OreY «BIr'HKW»)

2 BHECEH ®epepanbHbiM areHTCTBOM MO  TEXHWMECKOMY pPEeryfiMpoBaHui0 WM MeTporormm
Poccuiickon Penepavmm

3 NMPUHAT MexrocygapcTBeHHbIM COBETOM MO CTaHOApTM3auMK, METPONorMn u cepTudukaumm
(npotokon ot 25 mapTta 2013 r. Ne 55-11)

3a NpUHATKE NporonocoBani:

KpaTkoe HaMEHOBAHNE CTPaHbl No Kopg ctpanbl no MK CokpalleHHoe HaMMeHOBaHMe
MK (MICO 3166) 004-97 (MCO 3166) 004— HauMOHanbHOro opraHa

97 no cTaHgapTuaauun
ApmeHns AM MuHakoHoMMKM Pecnybnukn ApmeHus
Benapycb BY [NoccTangapt Pecnybnuku benapych
Kupruans KG KblprelactaHgapT
Mongosa MD Mongoea-CtaHgapt
Poccua RU PoccraHgapTt
TagxnkncTaH TJ TamxukcTaHgapT
YabekuctaH uz YactaHgapTt

4 lMNpukasom PefepanbHOro areHTCTBa Nno TEXHUYECKOMY PEerynupoBaHmio U METPONOrMK OT 28 MIOHS
2013 r. Ne 319-cT BBeleH B OENCTBME B KAYECTBE HALMOHaNbLHOro craHfaprta Poccuinckoin ®epepaumm ¢ 1
uonsa 2014 ropga.

5 BSAMEH IOCT 28085-89

WHghopmauusi 06 UBMeHEeHUsX K HacmosweMmy cmaHdapmy nybnukyemcs 6 exea00HOM
uHghopmayuoHHoOM ykazamene «HauuoHansHele cmaHdapmbil», @ MEKCm U3MeHeHUU U ronpagok — 8
exeMecsaYHoM uHgopMaUyUoOHHOM ykalamene «HauuoHaneHble cmaHdapmel». B cnydae nepecmompa
(3ameHs!) unu  ommeHbl Hacmoswe20 cmaHdapma coomeemcmeywowee ygedomneHue 6ydem
onybnuKkoeaHo 8 EXeMECsYHOM  UHGhOPMAaUUOHHOM ykaszamene «HayuoHanbHble — cmaHO0apmbiy.
Coomsemcmesytowas uHghopMmauus, ysedomneHue U mekcmsl paaMewaromes makxe 8 uHgopmayuoHHol
cucmeme obLye20 nonbL308aHUs — Ha oguyuansHoMm calime @edepanbHO20 a2eHMCmea o MexHUYeCKoMy
peaynuposaHure u memponoauu 8 cemu MiHmepHem

© CraHpapTuHdopm, 2014
B Poccuiickon ®denepaumn HACTOALWMK CTAaHAAPT HE MOXET BbiTb MOMHOCTHH WUMNU YACTUYHO

BOCNpoun3BedeH, TUPaXMpoBaH WU pacnpocTpaHeH B Ka4decTBe OCbMLI,MEIJ'IbHOFO n3gaHus 6es pa3peleHud
Cbe,qepaanoro areHTCcTBa no TEXHWYECKOMY perynuposaHno 1 MeTponorun
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Monpaeka k TOCT 28085—2013 CpeacTBa nekapcTBeHHbIe GUONOruvyeckue OnA BeTePUHAPHOro Npu-
MeHeHuUs. MeToa 6aKTepMonNoOrMyeckoro KOHTPONA CTEPUNLHOCTU

B kakom mecte Hane4ataHo HomkHo BbITh

MNpeaucnosue. Tabnuua corna- —
coBaHusA

TypkmeHusa ™ [masroccnyxba

«TypkMeHcTaHOapTnapbl»
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rocCT 28085-2013

M E XTIOCVYODAPCTHBEUHHHBbB # CTAHQIOAPT

CPEOCTBA NEKAPCTBEHHbIE BUONOIMrMYECKUE
AnsA BETEPMHAPHOIO NPUMEHEHUA

Meton 6a|<1'epuonorw~|ecxoro KOHTPONA CTEPUNbHOCTH

Medicine remedies biological for veterinary use.
Method of bacteriological control of sterility

Oata BBegenuna — 2014 — 07 - 01

1 O6bnacTtb npumeHeHUsA

HacTtoawwia CTaHAapT pacnpoctpaHAeTca Ha Buonornyeckne NeKkapCTBeHHble CcpeacTtBa AnA
BEeTEepUMHApPHOro npuMeHeHuA (,n,anee — neKapcTBeHHbIe cpe,qcma), cogepxawime WHakTMBUPOBaHHbIE
MWKPOOPraHn3mbl, U yCTaHaBnnBaeT MeTo[ 6aKTepmonoqueC|<oro KOHTPONA CTEPUITbHOCTW.

Ons NekapcTBeHHblX CpeacTB, cogepxawunx XWBble MWKpPOOPraHn3mbl, HaCTOSLLNIA CTaHaapT
NPUMEHARDT OANA onpefeneHnda KOHTaMHaumu NoCTOPOHHUMMK 68I(TepMﬂMI/I, FpM6aMM U MUKONnaamammu.

2 HopmaTuBHbIE CCbINKKU

B HacTosiLem cTaHgapTe NCMNonb30BaHbl HOPMATUBHBIE CChIMKU HA CneayoLwne cTaHaapThi:

rOCT 12.1.004—91 Cuctema cTtaHgapTHoOW OesonacHocTu Tpyaa. [MoxapHasi ©es3onacHOCTb.
Obwme TpeboBaHus

rMOCT 12.1.007—76 Cwucrtema craHgapTHoi ©OesonacHocTM Tpyaa. BpeagHble BellecTsa.
Knaccudukauus v obwme tpeboBaHus 6ezonacHocTu

MOCT 12.1.019—2009 Cuctema ctaHgapToB GesonacHocTh Tpyaa. AnektpobesonacHocTs. ObLWwme
TpeboBaHWs U HOMEHKNATYpa BMAOB 3aLUMTbI

FOCT 83—79 Hatpuia yrnekucnblil. TeEXHUYECKUE YCNoBUS

MOCT 177-88 Bonopoga nepeknce TexHu4eckas. TexHn4Yeckme ycnosus

FOCT 2263-79 HaTp egkuii TeXHUYECKUiA. TeXHUYecKne ycrnoeums

FOCT 2493-75 PeaktvBbl. Kanuit ¢ocopHOKMCIBIA OBY3aMelleHHblid 3-BoAHbIA. TexHu4yeckue
yCnoBus

FOCT 311877 PeaktuBbl. Kncnota consHasi. TexHu4eckme ycnoBus

rOCT 3164-78 Macno BasenuHoBoe MeauunHckoe. TexHUYeckne ycnoeus

FOCT 3760-79 Peaktmebl. AMMUak BogHbIA. TEXHUYECKNE YCNOBUSA

FOCT 4159-79 Peaktusbl. Moa. TexHuueckve yCnoBus

FOCT 4209-77 Peaktnebl. MarHuin xnopucTbii 6-BogHbIA. TexHUYecKue ycnoBums

FOCT 4232-74 Peaktuebl. Kanuii hogucTelid. TexHU4Yeckne ycnoeus

FOCT 4233-77 PeaktuBbl. Hatpuin XxnopucTbii. TexHU4Yeckne ycnosumsi

FOCT 4234-77 PeaxtuBbl. Kanuin xnopucTeiid. TexHUYeckne ycnoBsusi

FOCT 4523-77 Peaktuebl. MarHnin CEpHOKUCTIbIN 7-BOAHBLIA. TEXHUYECKME YCrOBUA

FOCT 6038-79 Peaktuebl. D-rnioko3a. TexHuyeckue ycnosust

OCT 6709-72 Boga guctunnupoBaHHas. TexHUYeckme ycrnoBus

MOCT 1SO 7218-2011 Mwukpo6monorus nULLEBLIX MPOOYKTOB U KOPMOB ONS KMBOTHbIX. O6Lyme
TpeboBaHUsi U pekoMeHaaLUKU NO MUKPOBMONOrMYecKMM UCCNeL0BaHNSAM

FOCT 9871-75 TepmomeTpbl CTEKMAHHbIE PTYTHbIE 3MEKTPOKOHTAKTHblE W TepMOperynstopbl.
TexHnyeckue ycnosusi

NOCT ISO 11133-1-2011 Mwukpobuonorus nULLEBBLIX NPOOYKTOB W KOPMOB NS >KUBOTHbIX.
PykoBogsiwime ykazaHWa MO NPUrOTOBMEHWIO U MPOM3BOACTBY KynbTypanbHbix cped. Yacte 1. Obwue
PYKOBOASLLME yKa3aHWsi N0 obecrneyeHmio kKayecTsa NpUroToBNeHWs! KynbTypanbHblX cpes B nabopaTtopuum

rOCT 18O 11133-2-2011 Mukpobuonorna nueBbIX NPOOYKTOB WM KOPMOB ANA KMBOTHbIX.
PykoBogsilime ykasaHus no npuroToBMNEHUIO U NPOW3BOACTBY KyNbTypanbHbiX cpel. YacTs 2. MNpaktudeckue
pYKOBOASALLME YKa3aHWs Mo NPUroTOBMEHWUIO W NPOW3BOACTBY KyNbTyparbHbIX cped. YacTb 2. [Npaxktuieckue
PYKOBOOALLME YKA3aHUA NO 3KCMNyaTalMOHHbIM UCNbITAHWMAM KyNbTyparbHbIX cpea.

W3paHve ocmumanbHoe
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MOCT 11773-76 PeaktuBbl. HaTpuin hocdopHO-KUCNbIA ABY3aMeLLeHHbI. TexHUYeckue yCrnoBus

FOCT 12026-76 bymara chmneTpoBansHas nabopaTopHas. TexHu4eck1e ycrnoBus

FOCT 13805-76 lNenToH cyxoil dhepMeHTaTUBHbIA Ana Bakrepuonorndyecknx Lenen. TexHudeckue
yCnoBusi

FOCT 17206-96 Arap munkpobuonormdecknia. TexHU4eckme ycroBums

[TOCT 18300-87 CnupT 3TUNOBbLIA PEKTUUKOBAHHBIN TEXHUYECKUA. TexXHU4YecKne ycnoBus

FOCT 20730-75 lMuTatenbHble cpefbl. BynbOH MACONENTOHHBIA (0118 BeTEepWHapHbIX Lenen).
TexHu4eckne ycnosusi

FOCT 24104- 2001 Becobl nabopatopHble. Obme TexHu4deckne TpeboBaHns

FOCT 25336-82 E lMocyna wu obopygoBaHue nabopaTopHble CTeKNsiHHble. Twnbl, OCHOBHbIE
napameTpbl M pasmepbl

MOCT 29112-91 Cpefabl nuTaTenbHbIe NNOTHbIE (ONA BeTepuHapHbix uenein). Obuime TexHudYeckne
yCnoBusi

MOCT 29230-91 Tlocyna nabopatopHas cTeknaHHas. [MuneTkn rpagyupoBaHHblie. Yacts 1V.
[MNeTKM BblAYyBHbIE

MpumedyaHuwue — pn NONL30BAHUM HACTOALLMM CTaHAApPTOM LienecoobpasHo NpoBepuTh
DEeNCcTBME CCbIMOYHBIX CTaHAapTOB B MHAOPMALMOHHOW cucTeMe obLLero nonb3oBaHusa — Ha oduLMansHOM
cante depepanbHOro areHTCTBa N0 TEXHUYECKOMY PErynuMpoBaHNI0 M METPONOrMK B ceTu VIHTepHeT unu no
exerogHo usaaBaeMomy MHQOpMaUUCOHHOMY ykasatenio «HauuMoHanbHble cTaH4apTbl», KOTOPbIW
onybrnukoBaH MO COCTOAHWK Ha 1 sHBaps Tekywlero roga, WM MO BbINYCKAM  EXEeMEeCcs4YHOro
UHDOPMaLMOHHOTO YKasatens «HauuoHaneHble cTaHaapTel» 3a Tekylui rod. Ecnu ccbinodHbid ctaHaapT
3aMeHeH (M3MeHeH), TO nNpPW MOMb30BaHUW HACTOALLMM CTaHAAPTOM Cchnefayetr pyKoBOOCTBOBaTLCSA
3aMeHsIoWMM  (M3MEHEHHbIM) cTaHgapToMm. Ecnm ccbinouHbld cTaHoapT OTMeHeH ©e3  3ameHbl, TO
NnonoxeHwe, B KOTOPOM [aHa CChINka Ha Hero, NPUMEHSIETCS B 4acTu, He 3aTparvBaroLLEN STy CChIKY.

3 YcnoBusA BbINONHEHNUA UCNbITAHUA U TPeOOBaHUA 6e30NacHOCTU

3.1 YcnoBus BbINONHEHWUA UCNLITAHUA

3.1.1 Obwwe TpeboBaHus npoBeaeHWss MUKpobuonoruyeckoro aanu3a W paboTbl C©
MukpoopraHuamamu lll — IV rpynn natoreHHocT — no FOCT ISO 7218.

3.1.2 VicnbiTaHWe Ha CTEpPUNbHOCTL MPOBOAAT B acenTUYECKUX YCMOBMSX, 4TOObl u3bexartb
MWKPOBHON KOHTaMWHALMWM BO Bpems NoceBa, UCMomnb3ys namuHap-6okc, Bokc unu uucToe nomelleHue
knacca «B».

3.1.3 TpeboeaHusi k nepcoHany — no NOCT 1SO 7218 n [1].

K npoeegeHWo WCMbITAHWA [ONYCKaTCH KBanNMMUUMPOBAHHbIE COTPYAHMKM, WMELLMEe OnbIT
paboTtbl ¢ MukpoopraHuamamu Il — [V rpynn naTtoreHHOCTW, W3Y4MBLUME METOOMKU MUKPOOUOMNOrMYecKunx
pabort.

3.2 TpeGoBaHusa Ge3zonacHoCTH

3.2.1 TpeboraHua GeszonacHocT npu paboTe ¢ XMMu4eckumn peaktmeamun — no TOCT 12.1.007, ¢
anekTpoobopynoeaHuem — no NOCT 12.1.019. TpebosaHua noxapHoi esonacHocT — no FOCT 12.1.004.

3.2.2 lNpun HapylleHn LenocTHOCTM amnyn (nakoHOB) W 3arpsa3HeHn NpenapaTtom NMoBEPXHOCTU
cTona, Ha KOTOPOM NPOBOAAT UCTbITaHWe, HeobxoANMO NpPoBecT 06paboTKy 3arpsidHeHHoK NoBepxHocTn 70
%-HbIM pactBopom atunosoro cnupTta no NOCT 18300, pacteopom xnopamvHa b cofepxaHvueM akTUBHOIO
xnopa AX He meHee 26 %, 6 %-HbiM pacTBOopom nepekuck Bogopoga no MOCT 177 unu apyrumu
Oe3nHOUUMPYIOWUMK  cpeacTBaMK, 0BecneymBarlLMMi YHUYTOXEHWE MuKpoopranuamor Il — [V rpynn
naToreHHOCTM.

4 CywHoCTb MeTOoAa

CyLlHocTe MeTona DakTepuonorm4yeckoro KOHTponsa CTEPUNLHOCTA U OnpeaeneHns KoHTaMuHaumm
3aKn4yaeTcs B MUKpOBMONOrM4yeckon oueHKe Hanuuus Baktepuid, rpuboOB M MMKOMMAzM B BbICEBaAX
NeKapcTBEHHbIX CPEOCTB Ha NUTaTENbHbIE CPeabl.

5 CpeacTtBa M3MepeHM, annapartypa, Matepuansl, peakTuBbl U KynbTyparnbHble cpeabl

5.1 [Ina npoBeaeHnst UCNbITaHUA NPUMEHSIOT:

- BECbl CO 3HAJYeHWeM cpefHero kBaapatuveckoro otknoHeHus (CKO), He npesbiwatowum 0,03 Mr u
C NOTrpPeLHOCTLEI0 OT HenuHerHocT He Gonee + 0,06 Mr  nNo AOKYMEHTaUWKM W3rOTOBUTENS WNU BeCh!
nabopatopHbie no NOCT 24104;
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- Wwkad cywmnnbHbIn NabopaTopHbIA C AMana3oHoM aBTOMaTUYECKM NOAAEPKUBAEMON TemnepaTyphbl
Harpeea oT 50 °C pgo 200 °C; norpewHocTb crTabunuaauun TemnepaTtypbl B pabodveit kamepe npu
yCTaHoBMBLUEMCA pexume + 3 °C;

- TEPMOMETPLI PTYTHLIE CTEKMSIHHLIE 3NEKTPOKOHTAKTHBIE C AMana3oHOM M3MEPEHUs TeMnepaTypbl
o1 50 °C no 200 °C v ueHoin genexHus 1 °C no [OCT 9871;

- TepMOMETPbI MakcumanbHble Tuna Cl1-83 M ¢ guanazoHom uamepeHns Temnepatypbl oT 50 °C go
250 °C v ueHon penenmnsa 1 °C;

- Wkad naMuHapHbIi Il Knacca Guonorny4eckoin onacHocTy;

- TepMmocTaT 3neKkTpuyecknini C aBTOMATMYECKUM  TepmoperynatopoM, obecrnedvBalolunii

nogaepxaHue Temneparypbl Harpesa ot 20 °C go 55 °C no MOCT ISO 7218;
- pH-MeTp ¢ TouHOCTLIO Karmbposkm + 0,1 en. pH npu Temnepartype ot 20 °C go 25°C no MOCT ISO 7218;
- AUCTUNNATOP;

- WTaTMBbl ANsi NPOBMPOK MeTannnMyeckne UM K13 NONMMEPHLIX MaTepuanos;

- xonoaunsHuWK Bbitosoi no TOCT I1SO 7218;

- NUNETKN MepHble BMECTUMOCThIO 1 1 2 cm® no FTOCT 29230;

- pnakoHbl cTeknaHHble BMecTumocTbio 100 1 200 CMB;

- npobupkm cTeknsiHHbie no FOCT 25336;

- BOPOHKM cTeknsaHHble no TOCT 25336;

- rPYLUM PE3NHOBBIE;

- hunbTpbl AN MeMBbpaHHOW unbTpauui;

- annapat Kpotosa;

- Bymary counbTpoBanbHyto no FOCT 12026;

- BOAY BOAONPOBOOHYIO;

- Boay anctunnupoeaxHyto no NOCT 6709;

- HaTpuia xnopuctbid no FTOCT 4233;

- HaTpwui yrnekucnsii no NOCT 83;

- HaTpus rugpookuce no FOCT 2263,

- HATPUS TUOTNMKONAT;

- HaTpwus pe3asypuH;

- HaTpusa rugpodocgat no NOCT 11773;

- kanuin xnopuctblin no MOCT 4234;

- kanua guruapodocdar no FOCT 2493,

- marHuin cepHokucnelid no MOCT 4523;

- MarHui xnopuctelin no MNOCT 4209;

- Kanbuma xnopug 6e3sogHbIN;

- Kanwin noguctelin no FOCT 4232;

- ammuak BoaHelin no FOCT 3760, pacteop maccosoi gonei 10 %;

- kucnoty consHyto no FOCT 3118, pacTeop maccosoi gonein 1 % — 2 %,

- KACNOTY TUOTTMKOSEBYHO;

- Bogopopa nepekuck no FOCT 177, pacTeop maccoeon aonein 3 % n 6 %;

- nog kpuctannudeckuia no N'OCT 4159;

- D-rmoko3y no MOCT 6038;

- FNIOKO3bl MOHOTMAPAT;

- macno easenuHooe no NOCT 3164;

- XNnopaMWH, pacTBop MaccoBoin gonen 26 %;

- theHon, pacTeop Maccoeoit aonen 3 %;

- U3BECTb XMOPHYIO MaccOBOW AONEN aKTMBHOIO xrnopa He MeHee 32 %;

- oY KanbLUWHUPOBAHHYIO;

- MOPOLLOK CTUPANbHbIN;

- (hYKCUH OCHOBHOIA;

- cpefy TUOrMUKONEeBYHO;

- arap MACo-NenToHHBLIM MaccoBor gonen rmwokosbl 0,5 % (MIMA) no TOCT 29112;

- BYNbOH MSCO-NENTOHHLIA MaccoBoi Aonel rmokosbl 0,5 % (MIMB) no FTOCT 20730;

- OyNbOH MSACO-NENTOHHLIA NMeYeHOYHbIA NMOo4 Ba3eNMHOBBIM MacroM MaccoBOW gonel rmokossl 0,5 %,
arapa 0,2 % (cpena Kutt-TapoLum);

- cpeny Cabypo;

- cpeabl Ans obHapyXeHWUs MUKONNasm:

cpeay Xehdnuka,
cpeny ®pes;
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cpeay dpuca;

- arap mukpoouonorudeckuin no FOCT 17206;

- NENTOH cyxon hepMmeHTaTuBHbliA no TOCT 13805;

- KaseuHa rugponuaar naHkpeaTunyecknii unu nentoH MaprteHa;

- AKCTPAKT OPOXKEBOMN,;

- pacTBOp UMCTEeMHa rugpoxnopuaa koHueHtpaumein 10 r/,u,MS;

- KNCNOTY A€30KCUPUBOHYKNENHOBYH, CTEPUNbBHbLIA PACTBOP KOHUEHTpaunen 2 r/om;

- NEHUUMNNKUH KoHUeHTpauuen 20000 ME/CMS;

- pactBop B-HukoTMHaMuaageHVMHAMHYKNeoTaAa koHueHTpauuen 10 r/cms;

-0,9 %-Hblil pacTBOp HaTPUA XNopuaa U30TOHUYECKWNA,

- DEAE — pekcrtpaH;

- cepaLue roBsixkbe;

- 3KCTPaKT MO3ra TerneHKa;

- CbIBOPOTKY NOLIAANHYIO CTEPUIBHYIO;

- CbIBOPOTKY CBUHYIO;

- MYKW COEBOW rmaponun3ar;

- BUOTUH;

- KanbLWsA NaHToTeHarT;

- XOnWHa xnopua;

- KUCcnoTy cponneryto;

- i-Ho3uT;

- HAKOTUHaMMO,

- NMPMOOKCUHA rMapoxnopua,;

- pubopnasuH;

- TMaMuHa rmgpoxnopua.

5.2 [JonyckaeTca NpUMEHEHWE APYrnX CPeacTB U3MEPEHUI C METPONOMMYECKUMIN XapaKTepUCTUKaMm
1 obopyooBaHNA C TEXHUYECKUMW XapakTepUCTMKaMK, a Takke MaTepuanoB M peakTWBOB MO Ka4ecTBy He
HWXe YKa3aHHbIX.

5.3 [onyckaeTcsi MCNOMb30BaHWe rOTOBbIX W CYXWX NMTaTenbHbIX cpefd, NpefHasHaveHHbIX Ans
yKa3aHHbIX Uenen, a Takke cpel, NPUroToBMEHHbIX MO NPONUcK NpoM3BoOANTENS.

5.4 BmecTto obopynoBaHua M MaTepuanoB MHOMOKpaTHOrO MCNofb3oBaHusa (vawek MeTtpu, nuneTok,
nNpoBupoK, hnakoHOB, BYTLINOK) MOXKET UCMONb30BaTLCH O4HOpa3oBoe o0bopynoBaHMe M MaTepuansl, ecnu
OHWM aHanorM4HbI N0 TEXHUYECKMM XapaKTepMUCTUKaM, NOAXOAAT ANA UCMOMb30BaHUs B MUKPOBKMonorum u He
copepxaT BeLecTs, NoAaBnaoLLuX pocT MAUKPOOPraHM3MOB.

6 OT60p M noaroToBKa NPod ANA UCNbITAHUA

6.1 Ona ucnbitaHua oTbupatoT npobbl NEKapCTBEHHOrO CpeacTBa B KONMWYECTBE, YKasaHHOM B
Tabnuue 1, ecnu HET OpYruX ykazaHWi B HOPMAaTWMBHOM [OKYMEHTE Ha KOHKPETHOE IleKapCTBeHHOe
CpPeacTBo.

Taonuua 1 — KonuyectBo obpasuyorB (amnyn, (orakoHOB) AN NpoBeAeHWMs aHanmsa OoT Cepuu
uccrnegyemoro nexkapcTBEHHOTO CpeACTBa

KONMUIECTBO SauHMLL B CEpvM KonuuectBo eguHmy ,D,;ﬂe '_Tepgse,qel-lm aHanuaa, He
He 6onee 100 10 % vnun 4 wT. (6epyT HavbonbLUee)
OT 100 po 500 10 wr.
Bonee 500 2 % vinn 20 wr. (bepyT HaumeHblLee)

Mpw BCKpbITMW NPOBLI HE AONYCKAT ero KOHTaMUHALUMIO MWUKPOOPraHu3mMamu, KOTopble MOoryT
HaxoaoMTbCsl Ha ero BHELUHel NOBEepXHOCTW. AMMynbl U nNpobBku dnakoHos npotupatoT 70 %-Hbim
PeKTUCUKOBaHHBLIM 3TUMOBLIM CNUPTOM W hriambupytoT.

6.2 Mpobbl Cyxux nekapcTBEHHbIX CPEACTB NpeABapUTENbHO Pa3BOAST CTEPUIIbHBIM pacTBOpUTENEM
(0,9 %-HbIM M30TOHMYECKMM PacTBOPOM Xropuaa HaTpus Wnv AUCTUNIMPOBaHHON BOOOW, eCni He yKasaHo
OpYroro B HOPMaTUBHOM JOKYMEHTE Ha KOHKPeTHOE NeKkapcTBeHHOe CPpeCcTBO) A0 NepBoHaYanbHoro obbema,
YKA3aHHOTO Ha STUKETKE.

6.3 BbiceB XUOKMX NEKAPCTBEHHbLIX CPEACTB NPOBOAAT HENOCPEACTBEHHO U3 Kaxaoro dynakoHa mrm
amnynel.
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6.4 [InA noceBa Ha Kaxgyl NUTaTenbHy cpedy WCMonb3ylT KONMMYECTBO Mccreayemoi npobbl,

npueeneHHoe B Tabnuue 2, ecnu HeT ApYrMx ykasaHUWA B HOPMATUMBHOM [OKYMEHTE Ha KOHKpPEeTHoe
nekapcTBEHHOE CPEACTBO.

Tabnwuuya 2— MuHMManNbHOE KONMMYECTBO I'Ip06bl OnA nocesBa Ha NnuTaTtesibHblE Cpebl

Konuyectso f1EKapCTBEHHOIO CPEAICTBA B YMAKOBKE, KonuuecTso I'Ip063bl
cM Ans nocesa, cMm
MeHee 1 Becb 06bem
1-4 % CONEPIKMMOro, HO He MeHee 1
5-19 2
20-100 2_4
Bonee 100 10

MpumevyaHune — OObem nuTaTencHol cpedbl Ana nocesa gormkeH B 10 pas npesbillaTb
06bem npobbl.

7 NMoaroToBKa K UCNbITAHUIO

7.1 NoaroTroBka naGopaTopHOW nocyabl

7.1.1 HoByto cTeKknsaHHy0 nabopaTtopHyo nocyay KUNATAT B TedeHue 15 MMH B OUCTUNNMPOBaHHON
BOAE, MOAKWCIEHHOM pacTBOPOM COMSHOW KUCMOThI, 3aTeM MPOMbIBAKOT BOOOMPOBOAHOW BOAON W MOIOT
epLwoM B MbIfbHO-COA0BOM pacTeope no 7.3.2. lMocne aToro nocydy TwatenbHO MNPOMbIBAKOT cHadana
BOAONPOBOAHOM BOAOK, a 3aTeM TpU pa3a QUCTUNNMPOBAHHOW BOAOW, BbICYLUMBAIOT M CTEPUIUZYIOT.

7.1.2 CrepunuayoT nocyny B asToknase npu 0,15 MlMa B TedeHne 60 MUH UK CYLUMNBHOM LUKady
npu Temnepatype (170 * 5) °C B TeueHve 120 MUH.

7.2 NMogroToBKa 6oKca

7.2.1 ExxegHeBHO 60KC 1M NpeaBoOKCHUK NOABEPraroT TWAaTensHolh ybopke M aeavHdekumn 3 Y%-Hbim
pacTBOPOM NepeKkucu BoAOpOAa WNWM APYrMMW CPeacTBamMW aHanorMyHoro AeWCTBUA € cobnoaeHuem
TpeboBaHuit TEXHUKK Be3onacHoCTU.

Hopma pacxoga aesuHdbuumpytollero pacteopa 7 — 100 cm’/mM® npu BnaxHoit yGopke. PacTsop
rOTOBAT HEMOCPEACTBEHHO Nepea NPUMeHeHUeM.

7.2.2 JonyckaeTcs 0e3vHUUMPOoBaTE BOKC ropsiyuMM MbINbHO-COA0BLIM PacTBOPOM TemnepaTypoi
50 °C — 60 °C no 7.6.2 wnu aHTucentonom no 7.3.1. B kaxaom 6Gokce O0MKHbl BbiTh YCTAHOBMEHDI
DakTepuunaHble namnel M3 pacdeta 2,0 — 2,5 B Ha 1 M. Namnbi pasMmeLLaloT Ha NoTornke U Ha cTeHax. boke
obnyyalT 4o Hadana npoBedeHua ucnbiTaHus B TedeHwe 1,5 — 2,0 4. Bo BpemA npoBegeHWsA WUCNbITaHWA
namnbl AOMKHbI BbITh BbIKNOYEHDI.

7.2.3 YwctoTy BO3nyxa B OOKCe NpoOBEpAT OOMH pa3 B Hedenw, WCMonb3ys annaparhbl,
npefHasHadeHHble Ans 3TMX Uenel (annapart KpotosBa M Ap.) WM MeToAoM 3KCnoavumu yawek [eTpu ¢
TBEpObIMKM nuTaTenbHbiMu cpegamu (MIA, MIB, cpena Cabypo) ¢ nocneayowuMm KynsTMBMPOBAHWMEM B
TepmocTare npu Temneparype (37 + 1) °C B TedeHue (24 + 2) 4 1 onpeaeneHMemM KOnu4yecTsa BbIPOCLLMX
KONOHWIA 1 BUOOBOW NPUHAANEXHOCTU MMKPOOPraHW3MoB (CeAUMEHTALMOHHbIA MeTOL,).

7.2.4 [onyckaeTrcs NpUMeHATb  ApyrMe  MeTofbl npoBepkM  0oBCeMeHeHHOCTW  BO3ayxa
MMKPOOPraHM3mMamu, HanpuMep acnvpauMoHHbIM MeTon, npeAcTaBnsAlWwMiA coboil uccnepoesaHve npob
Bo3ayxa obbemom go 100 M° nocpefcCTBOM MpocacbiBaHWs Bo3ayXa yepe3 UNbTPbl C NOCneayloLmnM
BblAeNneHneM 1 BbICEBOM MUKPOOPraHuamoB no 7.2.3.

7.2.5 [onyckaetcs HanuuMe He Oonee Tpex KOMOHWUA Ha dawke [leTpn npu mMccnenoBaHUMM
cegMMeHTaLnoHHbIM MeTogoM 1 He Bonee 500 KOE/Mm® npw UccrnenoBaHMW acnupaumoHHbIM MeTodoMm. [pu
NpeBbllLeHWN YKa3aHHbIX 3HayeHuin obceMeHeHHOCTM Bo3ayxa B Bokce paboTy mpekpalialoT M NpoBOAAT
KOMMMEKC  CAHUTAPHO-TUIMEHWYECKUX  MEpONpUATUA € NOCNeayloLlUM  KOHTPONeM  MUKpPOBHOIA
obceMeHeHHOCTI BO3ayXa.

7.3 lMpuroTtoBneHue aHTUCENTUYECKUX PacTBOPOB

7.3.1 MNpuroTtoBneHue pacTBopa aHTUcenTona

[ns npurotoBneHuss pacTBopa aHTucenTona bepyT pacTBop XNOPHOW n3BecTn Maccosoi gonei 50 %
M pacTBOp KanbLWHWPOBaHHOW cofbl MaccoBol foneid 5 %, cnuBaloT B paBHblx obbemax W nepeq
npumeHeHnem pa3baensT BOAONPOBOLHON BOOOW B COOTHOWEHUK 1:50.

7.3.2 NMpuroTtoBneHue MbINbLHO-COAOBOro pacTeopa

[nsa npuroToBneHna MeinbHO-cogoBoro pacteopa 6epyt 10 r coabl, 10 r cTMpansHOro NopoLlka u 5
cM® HaLLATLIPHOTO CNMPTa, PAcTBOPAIOT B 1 AM® BOAONPOBOAHOM BOAbI.
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7.4 Obwue TpeboBaHUA, NpeaAbABNsEMbIe K NPUrOTOBNEHUIO U XPaHEHUIO NUTaTeNbHbIX cpepq,

7.4.1 O6wme pykoBoaslUME yKasaHus NO oOOecrnevyeHWd KadecTBa MPUroTOBNEHWS, a Takke
UCMBbITAHWIO MUKPOBUONOrMYECKUX KpUTEPUEB KA4eCcTBa, POCTOBbIX WU CEMEKTUBHLIX CBOMCTB MUTATEmNbHbIX
cpes —no MOCT ISO 11133-1 n TOCT ISO 11133-2.

7.4.2 ToTOBUTb NUTaTEnNbHbIE Cpedbl crieayeT CTPOro NpuaepKuBascs NPUMBEOEHHON peLenTypbl, a
Cyxue nuTatenbHble cpefbl — COrMacHO WHCTPYKUMWM MO MNPUMEHEHWIO OpraHu3auumu-npousBoauTens.
Heobxoaumblil pH nuTaTenbHbIX cpeq YCTaHaBnuBaroT npu TemnepaType (25 + 2) °C. Cpe/ibl CTEpUNUaYIoT B
aBToknase B TeyeHue 15 mMuH npu Temnepatype 121 °C, ecnu HeT [pyrix yKasaHuiA B HOPMAaTUBHOM
OOKYMEHTE Ha KOHKPETHOe NnekapcTBeHHOe CpeCcTBO.

7.4.3 MNocne ctepunusauumn He MeHee 5 % NpobMPOK MNKW Yallek OT KaxaoW NapTiu NUTaTenbHON
cpefbl NoMeLLaloT B TepMocTaT U MHKYOMPYIoT B TedeHne 14 cyT, napannensHo ¢ NoCEBOM Ha CTEPUNbHOCTb.

7.5 MpurotoBneHne nUTaTenbHbIX cpeq

7.5.1 NpurotoBneHve cMecu BUTaMUHOB

Ans npurotoBneHuss cmeck ButammHoB BepyTt 100 mr 6uotuHa, 100 Mr naHToTeHaTa kanbuus, 100
Mr xnopuga xonuHa, 100 mr donueson kucnotbl, 200 mr i-MHosuTta, 100 mMr HukoTuHamuga, 100 mr
rmapoxnopuga nupmuaokcuHa, 10 mr pwbocpnaeuHa, 100 Mr rugpoxnopwaa TUaMUHA, CMELUMBAKOT B
CTEPUIbHLIX YCNOBUSIX M AOBOAAT 0BbeM pacTBopa CTepuribHON nmcmnnmposaHHom sogoi o 1000 cm?.
FOTOBYIO CMECh CTEpUNU3YIOT aBToKNasMpoBaHmem B TeudeHue 10 — 15 muH npu 110 °C. McnonbayeTcs Kak
KOMMNOHEHT NpW NpUroToBneHnn cpeabl dpes.

CpoK XpaHeHUsi cMecu BUTAMWMHOB B 3alUMLLIEHHOM OT CBeTa MeCcTe Npu KOMHATHOWM Temnepartype —
He bonee 1 mec.

7.5.2 NpuroTtoBneHue 6ynboOHa 3KCTPaKTa rOBAXbLEro cepaua

[ns npurotoBneHws BynboHa 3KCTpaKTa roBsbkbero cepaua cmewmsatoT 500 r rossxbero cepaua,
10r (bepMEHTaTMBHOI'O nenToHa, 5 r xnopuaa HaTpus, 40BoOAST 06beM pacTBopa ,umcmnnmpoeaHHow BOOOW
no 1000 cm®, cTepunuayioT aBToKNaBUPOBaHUEM B TedeHue 15 MuH npu Temnepatype 121 °C v punbTpyloT
yepes BaTHO-MapneBsin ounbTp. MICNons3yeTca Kak KOMMNOHEHT AA NPUroTOBMNEHWUA cpeabl Xendnuka.

7.5.3 NpurotoBneHue c6anaHcMpoBaHHOrO coneBoro pacteopa X3aHkca (MoaudUunpoBaHHOro)

[ns npurotoBneHws cbanaHCMpOBAHHOIO MOAMPULMPOBAHHOIO CONEBOro pacteopa XaHkca bepyT
6,4 r xnopuga Hatpus, 0,32 r xnopuaa kanwms, 0,08 r cynbtata marHus, 0,08 r xnopvaga mardums, 0,112 r
bessogHoro xnopwaa kaneuusa, 0,0596 r rugpodhocchat gurmpgparta Hatpus, 0 0048 r 6e3BoaHoOro
avrnpgpodocdaTa kanus u JoBoaAT 06bEM pacTBopa AMCTUNNMpOBaHHOW Bogon 4o 800 cm’.

CrepunuaytoT MeTooM MeMBpaHHol hUnbTpaLMK, U3NoKeHHLIM B pasaene 9.

Mcnonb3yeTcst Kak KOMMOHEHT AN NpUroToBneHus cpeasl Gpuca.

7.5.4 MNpuroToBneHne 6ynboHa U3 3KCTpPaKTa cepaua U MO3roB

[ns npurotoBneHusa BynsoHa K3 aKcTpakTa cepgua u mosros 6epyT 200 r akcTpakTa Mo3ra TeneHka,
250 r akcTpakTta roeBskbero cepgua, 10 r epmMeHTaTMBHOrO NenToHa, 2 r MOHOrMaparta rfoKo3bl, 5 1
xnopuvga HaTpus, 2, 5 r 6esBogHoro ruapodocdaTa HAaTPKUA W A0BOAAT 0ObeM pacTBopa ,EI,I/ICTVIJ'IJ'IMpOBaHHOM
Bogoit Ao 1000 cm’. CTepunuayloT aBTOKNaBMpoBaHWeM B TedeHue 15 MuH npu Temnepatype 121 °C u
QUNBLTPYIOT Yepes BaTHO-MapneBbli (OUNbLTP.

Mcnonbayetcs aAna npurotoBnexHus cpeabl $puca.

7.5.5 NpuroToBneHue 6ynsoHa PPLO

Ons npurotoBneHns OynboHa PPLO Gepytr 50 r oakcTpakta roesbkeero cepaua, 10 r
cbepmeH'raTMBHoro nentoHa, 5 r xnopuaa HaTpus v 4oBOAAT 06beM pacTBopa ,EI,IACTM]'IJ'IMpOBaHHOI/I BOOOMN A0
1000 cm®. CTepunnayloT aBToKNaevposaH1ueM B TedeHue 15 MuH npu Temnepatype 121 °C v cdunbTpyoT
yepes BaTHO-MapneBbin OUNbLTP.

Mcnonbayetcst Ana npurotoBnexHus cpeabl ®puca.

7.5.6 MpurotoBneHue XNOAKON TUONNMNKONEBOW cpeabl

[ns npurotoBneHus xugkon Tuornukonesow cpegbl bepyt 0,50 — 0,75 r L-umctenHa, 0,75 r
rpaHynupoBaHHOro arapa MaccoBoi fonen snaru He bonee 15 %, 2,5 r xnopuaa Hatpus, 5,0 r MoHoruapara
rnokosbl, 5,0 r BOAOPACTBOPVIMOTO POMCKEBOrO SKCTPakTa, 150r NaHKPEaTU4ECKOro MaponusaTa kaseunxa,
TUOrMUKONEBOI KUcrnoThl, 0,3 cm® unu TVIOI'nVIKOJ'IFlTa HaTtpud, 0,5 — 0,75 cm®, [oBoasT obbem pacTtsopa
guctunnuposaHHon sogon go 1000 M’ m HarpeearoT [0 NofHoro pacteopeHus. 3atem gobaensaoT 1,0 cm®
CBEXENPUroTOBNEHHOIo pacteopa pesasypuHa Hatpua (1 : 1000), nepemeLLnBaloT U pasnueatoT B npoGMme
cooTBeTCTBYOLEro obbema. Cpefy aBToknasvpytoT npu Temnepatype 121 °C B TeueHue 15 MuH, pH cpeabi
nocne crepunuaauun (7,0 £ 0,2).

7.5.7 MNpuroToBneHue XUOKOW COEBO-Ka3eMHOBOW cpeabl

Ans  nNpuroToBneHus XWMOKOW CcoeBO-kaszeuHoBOW cpenbl Oepyt 17,0 r naHkpeaTMdeckoro
rmgponusata kaseuHa, 3,0 r rmgponusaTta coeBor Myku, 5,0 r xnopuaa Hatpua, 2,5 r xnopuaa kanus, 2,5
kanus hocarta gBy3amelleHHoro, 2,5 r rnoKosbl, 4OBOAAT 00beM pacTBopa AMCTUNNMPOBAHHON BOAOM A0

6
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1000 cm® W HarpeBalOT OO MNOMHOMO pacTBopeHus.. OXnaxgalT OO0 KOMHAaTHOM TemnepaTypbl. Ecnu
Tpebyetca, nobasnatoT 1 r\nom:;f,v:u\.vl3 pacTeop efkoro Hatpa, utobbl pH nocne crepunuzaumm 6uin 7,3 £ 0,2.
GUNLTPYIOT ANA NofyYeHua NPo3payHoi cpefbl, pasnuBarT no npobupkam W CTEPUNU3YIOT B aBTOKNaBe
npu Temneparype 121 °C 8 Te4eHne 15 MUH.

[nsa nony4YeHus arapM3oBaHHOW NUTATENbHON Cpeabl K NPUroTOBMEHHON XXWUAKOWM COEBO-Ka3eMHOBOW
cpene gobaensaioTt 10 — 20 r arapa.

7.5.8 MNMpuroToBneHue xuakoun cpeasl Cabypo

[ins npuroToBneHus xuakoi cpeasl Cabypo B 1000 cm® AncTURNMpoBaHHoi BoAsl AobaensioT 10
cyxoro (pepMeHTaTMBHOIO MNEnTOHAa, KUMNATAT B TEYeHWe 10 MuH, uNbTPYIOT, NpubaensawT 40 r
rMIOKO3bl, YCTaHaBNUBAKT CONAHON kKUcroToi Mmaccoson gonen 1 % — 2 % pH (5,6 £ 0,2), pasnueaioT B
CTepunbHble NPOBUPKN M CTEPUINM3YIOT aBTOKNaBMpoBaHuem npu Temnepatype 121 °C B TedeHue 15 MUH.

[na nonyyeHwWs arapu3oBaHHON NUTATENbHOW cpefbl K MPUroTOBNEHHON Xuakol cpepe Cabypo
pobaenstot 10 — 20 r arapa.

7.5.9 MNMpuroTtorneHue cpeabl Xendnuka

7.5.9.1 Ons npurotoBneHKs xuaokon cpefdbl XeWgnuka roToOBAT OCHOBY cpeabl: bepyT 90, 0 cm®
6ynb0Ha U3 3KCTpaKTa roeskbero cepgua, 10,0 cm® ,u,po>K>KeBoro 3KCTpaKTa KoHUeHTpauwein 250 r/,qm 5,0
cm’ pacTBopa heHONOBOro KPacHOro KoHLeHTpaumeit 0,6 r/am°, noBogsaT AO KANEHUAA N KMNATAT B Te4eHne
10 muH. Cpeny cTepunuayloT aBTOKNAaBMPOBAHWEM NpKW Temnepartype 121 °C B TeueHne 15 MUH.

7.5.9.2 3aTeM ocHOBY cpefbl OxnaxaaloT Ao Temnepatypbl 40 ° C — 45 °C u gobasnsiot 20,0 cm®
CTEpPUNbHON noma,u,mHon CbIBOPOTKW, HE MOLBEPrHyTOM Harpeey W NPOBEPEHHON Ha KOHTAMWHAL MO
MuKonnasMamu, 1,20 cM® cTepunbHoro pacteopa ,D,SSOKCMDVI6OHyKJ'|eI/1HOBOH KACMOTLI KOHUEHTpauunen 2
r/,qm n0,25 cm® neHUuuunnuHa ¢ cogepaHvem neHvdunnuida 20000 ME/cm®. 3HaueHue pH poeopdatr po 7.8
pPacTBOPOM E€KOro Hatpa MaccoBom KoHueHTpaumweid 10 %. Cpefy He CTepUnMayioT.

7.5.9.3 Ons npuroToBneHus TBeg),n,om cpedbl K OCHOBe XWAkoW cpefbl Xeudnuka no 7.5.9.1
AobaensawT arap B kKoHUeHTpauum 15 rigm”, CTEPUNU3YIOT aBTOKNABMPOBAHWEM MPU TEMNEpaType 121°C s
TedeHre 15 MuH, oxnaxaaloT Ao Temnepatypbl 40 °C — 45 °C, a 3atem 106aBnsA0T KOMMIOHEHTbI No 7.5.9.2.

7.5.10 MNpurotoBneHue cpeabl Ppen

Cpepna pekomeHayeTcs ana obHapyxeHust Mycoplasma Synovwae

Ons NpYroToBAeHUs *uakon cpeasl Gpest cmetumeatot 90,0 cm® 6ynbon-|a M3 3KCTPaKTa roBAXbLEro
cepaua, 2,0 oM’ pacTtBopa MOHOI'VI,EI,paTa rNOKO3bI KOHu,eHTpaLmeM 500 r/nM 12,0 cm® cBUHOM CbIBOPOTKM,
I/IHaI{TI/IBMpOBaHHOM npu 56 °C B TeyeHre 30 MuH, 5,0 cm® pacTtBopa dpeHonosoro KpacHoro KoHLeHTpaLumen
0,6 r/am’, CTepmnmsyH)T aBTomaBMposaHmeM npwu TemnepaType 121 °C B TeuyeHue 15 muH, oxnaw:u,aroT ,u,o
Temnepatypbl 40 ° C — 45 °C, a 3aTeM nobasnstor 0,25 cM® neHuuMnnMHa (20000 ME/cm® ), 0,025 CM
cMecu BMTaMMHOB no7.5.1,1,0 oM’ pacTteopa B- HVIKOTVIHaMM,qa,quMH,El,MHyKJ‘IeOT,D,a KoHLUeHTpaumen 10 r/em®
n1,0 cm® pacTBopa LMCTenHa ruapoxnopuaa KoHueHtTpauven 10 rf,u,M 3HaueHue pH cpenbl gosoaaT 4o 7,8
,n,oGaBneHweM pacTBoOpa €4KOro HaTpa MaccoBoM KoHueHTpauuen 10 %.

Ons MPUroTOBNEHMS TBepaoi cpeasl dpes cmelumsatot 90,0 cm® 6ynb0Ha M3 BKCTPaKTa FOBSKLErO
cepaua, 2,0 cm® pacTeopa MOHorMapaTa rniKo3bl KOHLI,EHTpaLI,MEVI 500 r/,qm 12,0 cM® CBUHOM CbIBOPOTKM,
HHaI{TI/IBMDOBaHHOVI npu 56 °C B Teuerne 30 MuH, 5,0 cmM® pacTBopa (DEHOMNOBOrO KPaCcHOrO KOHLEHTpaLme
0,6 riam’, 1,4 r OL-MLLleHHOI'O arapa, 3HadyeHue pH posogaT Ao 7,8, cTepunuayioT aBTomanpOBaHmeM npu
Temneparype 121 °C B TeueHne 15 MuH, 3aTem oXnaxpaiT A0 TemMnepaTypbl 40°C - 45 C n gobaensitoT
0,25 cm® nenwmumnnuHa (20000 ME/em®), 0,025 cm® ,CMECH  BUTaMUHOB, 1,0 cm® pactBopa B-
HMKOTMHEMH,EI,E),D,EHMH,EI,MHyKﬂeOT,EI,a KoHUueHTpauwuen 10 rfem® u 1 ,0 cm® pacTeBopa uucTenHa ruapoxnopuia
KOHLeHTpauwmen 10 r/;:u\n

7.5.11 MNpurotoeneHue cpeasbl ®puca

Cpena pexomeHgyeTcs Ans obHapyKeHUs MUKONNasMm, KpoMe NTUYbKX.

Ona  npurotoBnewvs  xuokow cpegabl  dpuca  Bepyr 800 cm® c6anchmposaHHoro
Mo MuMpoOBaHHOIO CONeBoro pacTeopa XeHkca, 67 cm® aucTunnuposanHoit Boakl, 135 cm® SKCTpaKTa 13
cepaua v Mosros, 248 cm® oynboHa PPLO, 60 CM OpONCKEBOro 3KCTpakTa KoHueHTpauunein 170 rf,qm 250
mr BauuTpaumHa, 250 mr metuumnnuHa, 4,5 cm® cpeHonoaoro KpacHOro KoHUeHTpauuei 5 r/,u,M Cpegy
CTEPUNU3YIOT aBTomaBMposaHmeM npu Temnepatype 121 °C B TeueHue 15 MWH, 3aTem oxnaxagaroT ,uo
Temnepatypbl 40 ° C — 45 °C, 3HaH8HME pH poeogaT go 7,40 — 7,45 n gobaensaoT cTtepuneHo 165 cm®
NOLWAANHON CIBOPOTKMX, 165 cM® CBUHOI CbIBOPOTKM, NPOBEPEHHBIX Ha KOHTAMMHALMIO MUKONNA3MaMM.

[Ona npurotoBneHus TBepgon cpeabl $puca cmewwuBawoT 800 cm® cbanaHCUpOBaHHOIO
MoauduumpoBaHHOro coneeoro pacteopa Xedkca, 200 mr DEAE — pekctpaHa un 15,65 mr OHMLLI,E.'HHOI’O
arapa. lNony4eHHyto cmer CTEPUNU3YIOT aBTOKNaBMpoBaHMeM B TeueHue 15 MuH npu Temnepatype 121 °C
n pobasnsaoT K 1740 cm® Xuakon cpenbl Ppuca.

7.6 YcnoBusa xpaHeHUs nuTaTenbHbIX cpeq

7.6.1 Cpok1 1 ycnoBuMs XpaHeHns KynbTypanbHbix cpeg —no [OCT 1ISO 11133-1.
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7.6.2 Xugkue nutaTtenbHble cpefbl NPOMBILLNEHHOTO MPOW3BOACTBA, rOTOBblE K ynoTpebneHuto,
XPaHAT B NMOTHO YKYNOPEHHbLIX COCYAaX MPW YCNOBUW COXPAHEHWUA MX CTEPUNBHOCTU U POCTOBbLIX CBOMCTB B
TeYeHWe CpoKa rofHOCTU, YKa3aHHOro Npou3BoguTENeEM.

7.6.3 Cyxve nutatenbHble cpefbl NPOMBILLNEHHOTO NPOU3BOACTBA XPaHAT B CYXOM, 3alUULLEHHOM
OT cBeTa MecTe B COOTBETCTBUM C MHCTPYKUMEN npounasogutens. [locne BCKPbITUS YNakoBKM HEOBXO4MMO
HanucaTtb AaTy BCKPbITUSA U fanee XpaHUTb NPy KOMHATHOW TemMnepaType 00 OKOHYaHUsA cpoka rogHocTw. Mo
UCTEYEHUN CPOKa roAHOCTH, YKa3aHHOro Npou3BoauTeENneM, cpeibl YHUYTOXAI0T.

7.6.4 TpUroToBnNEHHbIE U3 CyXMX CMECEN U pa3nuTbie BO PNakoHbl NUTATENbHbIE Cpeabl XPaHAT B
TeuyeHue 1 Mec Npu KOMHaTHOM TeMnepaType unu 3 Mec npu TemnepaTtype ot 2 °C ao 8 °C. Cpok roHocTy
nUTaTenbHbIX Cpeq, PasnuTbIX B Yallkv MeTtpu, coctasnsaeT 7 cyT npu Temnepatype 2 °C no 8 °C.

7.6.5 Ecnu npu xpaHeHWM TWOMMKWKONEBOW cpedbl, cCooepKaller pes3asypuH, BEpXHUIN Cron cpeab!
(bonee 1/3 obbema) okpacuTcsa B PO30BbIA LBET, TO Cpedy MOXHO pereHepupoBaTh HarpeBaHWeMm Ha
kunsawen soaaHon BaHe B TedeHue 10 — 15 MMH OO MCYE3HOBEHWA PO30OBOM OKpPacKW C MOCMenyoLnmM
BbICTpbIM OxnaxeHnem. Ecnu okpacka He McHesaeT nocne HarpesBaHus, TO cpefy CHUTalOT HE NPUIOLHON K
ynoTtpebneHuto. PereHepauuto cpefbl MOXHO NPOBOAUTL TOMNbKO OAWH pas.

7.7 OnpepeneHue poCTOBbLIX CROMCTB NUTaTeNbHLIX cpen

7.7.1 OnpepeneHve pocToOBbIX CBOWCTB NPOBOAAT AMNA KaXKA0N NapTUM KOMMEPYECKOU cpenbl (Cyxon
1 rOTOBOW K MCMONb30BaHWIO), a TakKe AN Kax4on napTum cpenbl, M3roToBrneHHon B nabopaTopun.

7.7.2 Tpy vCnNbITAHAM POCTOBBLIX CBOWCTB NUTaTENbHbIX Cpefd, WUCNOMb3yemblx ANs onpegeneHus
Gakrepuit u rpuboB, B OBe NpoBUPKM CO CPeno BHOCHAT KyMnbTypy TECT-LUTamMma, KaXgoro OTAenbHO,
cornacHo Tabnuue 3 B konudectse 10 — 100 KOE.

Ta6nuua 3 — TecT-MMKpOOpraHWaMbl [AMs MPOBEPKM POCTOBbIX CBOWCTB MUTaTeNbHbIX Cpea,
UCMonb3yeMblx AN onpeaeneHns Gakrepuin, rpubos ¥ MUKONNasm

TecT-kKynbTyphbl
MutaTtens MMKpoopyranﬁnoa Yeneena uHryBal
Hble Cpok
cpedbl Bun LTamm Temnepartypa, °c nHKyBaL
uu, cyT
Kngkas AapobHbie BakTepun:
TUOIMKON Bacillus subtilis ATCC 6633 325+25 3
eBas Staphylcoccus aureus ATCC 6538-P e
cpena Pseudomonas aeruginosa ATCC 9027
AnaapobHble GakTepuu:
Clostridium sporogenes N'MCK 272 325+2,5 3
Knpgkasa
COEBO-
Kase- pnbbi:
nHoBas Candida albicans NCTC 885-653 225+25 5
cpena Aspergillus niger ATCC 9642
Cpena
Cabypo
MuTarten Mukonnasmel:
bHblE Acholeplasma laidlawii NCTC 10116, ATCC 23206
cpeabl Mycoplasma gallisepticum NCTC 10115, 19610
ans ATCC 10130 37 + 1 21
BbISIBMIEHU Mycoplasma hyorhinis NCTC 23714 -
A Mycoplasma orale NCTC 10112, ATCC 25204
MuMKonnas Mycoplasma synoviae NCTC 10124, ATCC
M
MpumedaHuns
1 ATCC — AMmepuKaHCKas Konnekums Tmnoebix Kynstyp, CLLA.
2 TUCK — TlocygapcTBeHHas KOMnekuuMs naToreHHblx mukpoopranHnamos [MCK um. JLA.
Tapacesuua, Poccus.
3 NCTC — HaumoHanbHas Konnekuns TUNOBbIX KyNbTyp.

MHKyGMpy}OT B COOTBETCTBMWU C yCNOBUAMK, ONMUCaHHbLIMKA B Tabnuue 3. Ecnu B TeyeHune BpemeHn
I/IHKy6aL|,MI/I B Cpedax BW3yallbHO OTMEYakT pOocCT TecT-wTtaMmMa MUKpoOopraHuama, cpeny CHYATawT
NPUrogHON ONs NCNONb30BaHNA.
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7.7.3 lNpn npoBefeHNM UCMbITAHWA Ha POCTOBLIE CBOMCTBA MUTaTeNbHLIX CPped Ans onpeaeneHus
MUKonnasMm B GMoOnNorMyeckux npenapatax WCMonb3yT Mo KpalHeil Mepe OAMH U3 BUAOB MMKOMNAazM,
yKasaHHbIX B Tabnuue 3. [Npu 3TOM y4nTbIBAKOT LieNeBoe Ha3HaYeHWe TeCT-KynbTyp:

- Acholeplasma laidlawii NCTC 10116, ATCC 23206 (BakuWHbI ANA BETEPUHAPHOIO NPUMEHEHWs, B
NPOM3BOACTBE KOTOPbIX MCNONb3YHT aHTUBMOTUKN);

- Mycoplasma gallisepticum NCTC 10115, ATCC 19610 (B cnyd4asx, korada npuv nNpou3BOACTBE
BaKLUMH MCMOMb3YyTCA MaTepuarbl, MMeowme NTndbe NPOUCXOXOEHNE UNKN ANA BaKUWH, NPUMEHSAEMbIX B
NTULEBOACTBE);

- Mycoplasma hyorhinis NCTC 10130, ATCC 17981 (BakuuHbl ANS BETEPUHAPHOITO MPUMEHEHUS,
KpoMe NTUYLKX);

- Mycoplasma orale NCTC 10112, ATCC 23714 (BakuuHbl ANs BETEPUHAPHOIO NPUMEHEHNSA);

- Mycoplasma synoviae NCTC 10124, ATCC 25204 (B cny4asx, korga ang npousBofCcTBa BaKLMH
MCNONb3YIOTCA MaTepuanbl, WMEeKLWMWe MNTUYbE MNPOUCXOXOEHWE WNK ANA BaKUWH, MNPUMEHSEMbIX B
NTULEBOACTBE).

7.7.4 BblbpaHHble nuTaternbHble cpeabl ANs MUKOMNMasM 3aceBaldT COOTBETCTBYHOLUMMU TecT-
MUKpoopraHuamamu. Ha vawky lNeTpy ¢ TBepaon nutaTensHoW cpedoi unu gnakoH smectumocTteo 100
cM®, coaepxalLuit KMAKYI0 NUTaTenbHylo cpedy, BHocsT He Gonee 100 KOE TecT-mukpoopranHuama. Ons
KaX[doro BMAa MUKPOOPraHW3Ma WCMoMb3yT oTAenbHbIE Yallku W dnakoHsl. XKugkne cpeabl MHKyOUpyoT
npu Temnepatype oT 36 °C go 38 °C; Teepable cpeapbl MHKYBUPYIOT B MUKPOA3pOoMUbHbLIX YCNoBusaX (B
aTMocdbepe a3oTa, cogepxallero 5 % — 10 % auokeuaa yrnepoaa) npu Temnepatype ot 36 °C go 38 °C.
Mocne wHKyBauun npoBoasT nepecesbl Mo 0,2 cM® XWAKOA cpedbl HA TBEpAyl CPedy Ha CeabMOi,
yeTblpHaaLaTLIn U ABaauaThil feHb. TBepaas cpefa BbiAepxuBaeT WCNbiTaHwe, ecnu Habnwpaetcs
afeKkBaTHLIA POCT Kaw[doro TecT-MUKpoopraHuama. XKugkas cpeda BbiAepXuBaeT WCNbliTaHue, ecriu
HabnwogaeTcs afnekBaTHbIM POCT MEPECEAHHOrO C Hee TeCT-MUKpoopraHuaMa Ha Jawkax eTpu ¢ TBepaow
nuTaTernbHOM Cpenon.

7.7.5 TuTaTenbHble cpefdbl OOMKHbI obecneydnBatb POCT  MUWKPOOPraHW3MOB-KOHTAMWHAHTOB
Guonorvyeckx NnpenapaTos.

7.7.6 [oTOBbIE NUTaTEnNbHbLIE Cpebl, NPOBEPEHHbIE HA POCTOBbLIE CBOWCTBA, pasnuealoT no 6 — 8
cm® (ons onpeaeneHns aHaspobHbIx MUKpoopraHuamos no 10 — 12 cm® B npo6upku 1 no 50 — 60 cm® BoO
donakoHbl BMecTuMocTbio 100 om’.

8 NpoBeaeHune ucnbiTaHusA

8.1 MNpoBeaeHne UCNbITAHUA Ha CTEPUINBHOCTL MHAKTUBUMPOBAaHHbIX NEeKapCTBEHHbIX CPeacTs
C UCNONb30BaHMEM TUOTTIMKONEBOW cpeabl

8.1.1 N3 kaxporo chnakoHa (amnynbl) NeKapcTBEHHOMO CPeacTBa MPOBOOAT MNOCEB B KOMUYECTBE,
npuseneHHoM B Tabnuue 2, B Tpu NpobUMpKM C TUOIMWKONEBOW CPenoW, TpyU NPOBUPKM C XKMOKOW cpenow
Cabypo 1 Tp1 NpobupkM ¢ COeBO-Ka3enHOBOW CPeaoi.

MoceBbl Ha XWOKOW TUOMMKOMEBOW Cpede WHKYGWpYlOT npu Temnepatype (32,5 + 2,5) °C, a Ha
wmoko cpepge Cabypo M KWMOKOM COeBO-KaseuHOBOW cpefe (He3aBMCMMO OT MeToga nocesa) npu
Temnepatype (22,5 % 2,5) °C. Cpok uHkyBuposaHus — 14 cyT. Mocesbl neproanyeckn NpocMaTpyBaioT.

8.1.2 Hanunuue pocta MMKPOOPraHM3mMoB onpefensoT BudyanbHo. Ecnu B npouecce MHKYbupoBaHus
noceBoB wccregyemasi Nnpoba Bbi3biBaeT NOMYTHEHWE NUTATENsHOW cpeabl, Yepe3 5 — 7 cyT nocne Hadana
UCNbITaHNA He MeHee 1 CM™ NOMYTHEBLLER cpeabl NePeHOCAT B ABe NPOGUPKX C TOI e CTepunbHON Cpefoi.
MHKyOMpYIOT NCXoOHbIe NOCEBLI U NEepeceBbl B TedeHun (14 + 4) cyT.

8.1.3 Mpwu ncnbiTaHum Npob NpenapaToB Ha CTEPUNLHOCTL NPOBOASAT KOHTPOMb CTEPUNBHOCTU Cpes;:
TP NPOBMPKM C KaXKOOW Cpefon BbIAEPKMBAIOT B TepMmocTaTe B TedeHue 14 cyT npu Temnepatype (32,5 £
2,5)°C, co cpenon Cabypo — npu Temnepatype (22,5 + 2,5) °C.

8.2 MpoBeneHWe UCNbLITAHUMST Ha CTEPUNLHOCTL NEKAPCTBEHHbLIX CPeacTB, coaepXaliux
MHAKTUBMPOBAaHHbIE MUKPOOPraHU3Mbl, UNT MUKPOBHYHO U NPUBHYHO KOHTAMWHALIUIO NEeKapCTBEeHHbIX
cpeacTB, coaepkalux XKuBble MMKPOOPraHU3Mbl 6e3 TMOrnNMKoneBon cpeabl

8.2.1 N3 kaxaoit npobbl NekapcTBEHHOrO CpeacTBa MPOBOAAT NOCEB Ha XMAKWE nUTaTenbHble
cpeabl: Cabypo, MINB n MIMB (cpeaa Kutt-Tapouuwn) v TBepable nutaTenbHble cpeabl: Cabypo n MIMA. Ha
noces WCMONb3ylT No Tpu NpobupkM WM ABe Yallku ¢ nuTaTenbHoi cpepon. Ha cpeny Kutt-Tapouum
JenaroT BbiCEBLI B Be NPoBUPKM K ABa hraKoHa.

8.22 [Ona BbiABMNEHWs  a’pobHbIX  MUKpOOpraHMamoB U dakynbTaTMBHO-aHa3pOOHbIX
MWKPOOPraHU3MOB BbiceBaloT 0,5 cM® NoceBHOro MaTepuana B ofHy Npobupky U 1 — 2 cM B 0auH chrakoH, a
AN BIABNEHUS aHa3POBHBIX MUKPOOPTaHN3MOB — COOTBETCTBEHHO Mo 1 1 5 cm”.
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8.2.3 Mpobupkn 1 cnakoHbl ¢ NOCEBAMM Ha BCex cpepax, kpoMme cpeabl Cabypo, BbioepKuMBaoT B
TepmocTaTe npu Temnepatype (37 + 1) °C, Ha cpeae Cabypo — npu Temneparype (22,5 + 2,5) °C, B TeueHue
7 cyT (ans aHaspobHbix npenapatos — 14 cyT).

8.2.4 o ncreyeHUM ykazaHHOrO CpOKa [OenawT MnepeceB, 3a WUCKNKYeHuem nocesoB Ha MIIA.
[MepeceBatoT Npobbl Ha Te e nuTaTenbHble cpefbl U B Tex e obbemax, Y4To U npu nocese. BTopuyHble
NoceBbl BbIAEPXKUBAIOT 7 CyT (ANA aHaspobHbIX npenapartos — 14 cyT).

8.3 MNpoBeaeHne UCNbITaHUSA HA KOHTAMUHALMIO MUKONNa3MamMmn

8.3.1 nsa onpeaeneHus KOHTaMWHAUMKM MUWKOMNNasMamu NeKapCTBEeHHbIX CPeACTB NPOBOAAT MX
NnoceB Ha Bb|6paHHb|e nuTaTenbHole cpeabl (7.5.9 — 7.5, 11) B konnyecTee 10 cM® nekapcTBEHHOrO cpeacTBa
Ha 100 cm® kaxaoit XuaKoir cpedbl, a Takke no 0,2 cm® Ha yeTbipe Yalku NMeTpn ¢ aHanorM4yHoW TBepLON
nuTaTenbHON cpenon.

MoceBbl MHKYBMPYIOT Npu TemnepaTtype (37 + 1) °C B a9pOBHbIX U MUKPOA3POPUNBHBIX YCNOBUAX (B
aTmocchepe asoTa, cofdepxawero 5 % — 10 % pgwokcwpga yrnepopga). »Kuokwe nuTaTenbHble cpeabl
UHKYOUpYtoT B TedeHne 20 — 21 aHA. Teepable nUTaTenbHble cpeabl UHKYOUPYOT B TeYeHne He meHee 14
[OHe, 3a UCKIIYEHMEM MNOCEBOB, COOTBETCTBYOLWMX 20 — 21-AHEBHOMY NepeceBy, KOTOPbIE UHKYOWPYIOT B
TeueHue cemu AHel. OQHOBPEMEHHO B TEX e YCNOBUAX WHKYOUPYIOT No ogHOMY dhnakoHy, cogepKallemy
100 cm®, 1 no ABe YaLuku MeTpu co Cpeaamm ANA KOHTPONS UX CTEPUNbHOCTY.

Ha 2-h — 4-i pgeHb rocne noceea MpoBOAAT nepeces marepuana ot KaxxaoWn >XWOKOM cpedbl B
KonuuyecTBe He MeHee 0,2 cM® Ha JBe Yaluku MeTpw Kaxaoon TBEpAOW cpedbl. I'Iepeceau MOBTOPSIOT Ha 7-i,
14-1 n 20-n gHu wmenbiTaHua. Mepecesbl MHKYBUPYOT npu Temnepatype (37 + 1) °C B aspobHbix K
MUKpoaspourbHbIX yCrnoBuax (B atmoctepe asota, cogepxawero 5 % - 10 % guokcupa yrnepoaa) B
TeyeHue 21 gHs.

8.3.2 CocTosiHMe XMOKUX cpel KOHTPONMWPYKT Kaxable OBa WK TPU OHA W, B cry4yae M3MeHeHWs
oKpacku cpefbl, BbINOMHAKT nepeces. Ecnu B xuaknx cpefax obHapy:xuBalT pocT GakTepuit u rpuboe,
UCMbITaHWE CYMTAKOT HEeJEeWCTBUTENbHBIM U NOBTOPAIOT.

8.3.3 JonyckaeTcs Ons Uenen skcnpecc-Metofa — BbIABMNEHUA MUKONNAa3M W/WNK NOATBEPKOEHUS
NPUHaANEXHOCTW BblAEMNEHHbIX KyNbTyp K MUKOMNNasMaM — UCNonb3oBaHue MeToda nonuMepasHon LenHom
peakuun ¢ NpUMEHEHNEeM COOTBETCTBYIOLLKX TeCT-cucTeM. PaboTy NpoBoAsT NO MHCTPYKLIMM NPOU3BOANUTENS.

9 NpoBeaeHne UCNbITAHMA Ha CTEPUIBEHOCTL METOLOM MeMOpaHHOM hunbTPaummn

9.1 Tpu onpegeneHun CTEPUIBHOCTU IEKapCTBEHHBIX CpeAcTs, 0brnanawlmMx  BblPaXKEHHbLIM
aHTUMUKPOBHLIM [eicTBMeM, a Takke B pacdacoBke Gonee yem 100 cM’, MOXHO MCMONbL3OBATL METOA
MemMOpaHHOI hunsTpaLmi.

9.2 WcnbiTaHue NMpoBOOAT € UCMONb30BaHNEM (DUINbTPaAUMOHHON YCTAHOBKM, KOTOPYH) MOHTUPYIOT
Takum oBpasom, 4ToObI UccneayemMyto Npoby XKUAKoro npenaparta MOoXHO BbIno BBeCTU U NpoMnLTPOBaThL B
ycnoBusx acentukn. MicnonbaytoT MemOpaHHble hunbTpel ¢ pasmepom nop (0,45 + 0,02) MKM 1 BHELUHWUM
AnametpoM 47 MM C YCTaHOBMNEHHOW CMNOCODHOCTLIO K YAEPKUBAHUIO MUKpoopraHwamos. MaTepwan
OUNBLTPOB — HATPAT LENMoNo3bl UNu aueTaT Lennonossl.

9.3 OTtbumpatoT HeobxoaMMoe OS5 UCTbITaHUS KONUYECTBO UCCnenyemMoi Npobbl cornacHo Tabnuue 2
W acenTU4eckn NEPEHOCAT HA OAWH UMM HECKOMBKO (hUNbTPOB.

Mpy 1cnonb3oBaHWWM 3aMKHYTOW CUCTEMbI, EMKOCTW 3aMonHAT paBHbiM obbemom cpeq. MNpu atom
cnegyeT usberaTb aspauuy TMOTMUKONEBOW cpeabl.

MCHbITaHMﬁ NpoBOASAT NoA BakyyMom npu aasneHun 93,3 kla u CKOPOCTM NPOXOXAEHWS KUOKOCTH
55 — 75 CM° B MUH.

9.4 MNocne okoHYaHus UNbTPaUnM MembpaHy NPoMbIBAIOT TPEMS — MATHI0 NOPLUMSMK CTEPUIIBHOMO
0,9 %-Horo pactBopa xnopuga HaTpusi UNU OUCTUNNMPOBAHHOW BOAbI, MOCMNe Yero MeMbpaHy acenTu4ecku
W3BMNEeKaT, pa3pesaloT CTepurbHbIMKM HOXHWUULAaMKM nononam.  OpgHy nonosuHy nomMellarnT B Konby,
cogepxawyro 100 cM® TUOTMUKONEBOM cpedbl, a BTopylo — B konBy co 100 oM’ cpenbl Cabypo.
TUOrNUKONEBYIO cpealy C NOMELLEHHBIMU B HUX (MNbTPaMK BbIEPXMBAIOT Npu Temnepatype (32,5 + 2,5) °C,
a cpenly Cabypo npu Temnepartype (22,5 = 2,5) °C B TeueHue 7 CyT Npu exeHEeBHOM NpocMOTpE.

10 YyeT 1 oueHka pe3ynbTaToB

10.1 YyeT pesynbTaToR NPOBOASAT NOCMNE OKOHYaHWA Nepuoaa UHKybaumu.

10.1.1 JlekapcTBeHHble CpeacTBa, COoAepXallue WHAKTUBMPOBaHHblE MWKPOOPraHwambl W rpubsbl,
CUATAKOT CTEPUNbHBLIMU, €CNK B NOCEeBax Ha NUTaTenbHble cpefbl OTCYTCTBYET pocT GakTepwid, rpubos u
MUWKOMNNa3Mm.
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10.1.2 JlexkapcTBeHHble CpEACTBa, COAEpXallWe >WBble MWKPOOPraHuambl W rpubbl, cYMTalOT
CBOBOAHLIMU OT KOHTAMWUHALIMA NOCTOPOHHUMK BakTepusiMu, rpubamu 1 MUKonnasMamm, ecnu B NoceBax Ha
nuTaTenbHble cpefbl He 0bHapPYKMBAIKT POCT NOCTOPOHHEN MUKPOCONOPbI.

10.1.3 Ecnu npw onpegenedum MmMkonnasm obHapyXeH pocT COMHUTENbBHbIX KONMOHWA, TO NPOBOAAT
nx maoeHTUuKaumo. KnetouHble KynbTypbl OKpalluBalT (oNyopecuUeHTHbIM KpacuTenem, obnagarolimm
cnocobHocTe cBAsbiBaTecA ¢ OHK. Mwukonnasmbl OOHapyXMBalOT MO XapakTepHOW TO4YeYHOW Wnu
BOIMOKHMCTON (prnyopecueHuMn Ha KNEeTOYHOW MOBEepXHOCTW. JlekapCTBeHHble CpeacTBa CYHMTAKOT
BbIAEPXKABLUUMMW UCTbITAHWE, ECNK TUMWYHAA N8 MUKONnasm nyopecLeHunsi He obHapyKeHa.

11

GostExpert.ru
https://GostExpert.ru/gost/gost-28085-2013



https://gostexpert.ru?utm_source=pdf&utm_medium=41784
https://gostexpert.ru/gost/gost-28085-2013?utm_source=pdf&utm_medium=41784&utm_term=page

rocCT 28085-2013

Bubnuorpadms

[1] Pykoeogcteo EC no Hagnexallei Npou3BOACTBEHHOW NpakTuke ONA NeKapCTBEHHLIX CPencTs
MEeLMWLIMHCKOrO 1 BeTepuHapHoro HasHadenust (EC Guide to Good Manufacturing Practice for Medicinal
Products for Human and Veterinary Use)
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KnioyeBble CroBa: CpeAcTBa NekapcTBEHHbIE, CTEPUNBHOCTb, KOHTaMUHaLUMS, MUKPOBUONorMyeckas oLUeHKa,
nuTaTenbHble cpedbl, Mukpodnopa, MUKoNnasmel, MembpaHHas unsTpauus
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MKC 11.220

MameHeHue Ne 1 TOCT 28085—2013 CpeacTea nekapcTBeHHble Buonornyeckue onA BeTepuHapHOro
npumMeHeHus. MeTog 6akTepMoNorM4ecKoro KOHTPONsA CTEPUNTBHOCTH

MpuHaTo MexrocyaapcTBeHHbIM COBETOM MO cTaHOapTW3auuu, MeTpornorvm u ceptudukauum (npo-
Tokon Ne 138-I1 ot 19.03.2021)

3apeructpupoBaHo Bropo no ctangaptam MIC Ne 15522

3a NpUHATHME U3MEHEHUA MPOronocoBanyu HauWoHaNbHbIe opraHbl N0 CTaHAAPTM3auuMKM cnegyrLmx
rocygapcte: AM, BY, KG, RU, TJ, UZ [kogkl anbda-2 no MK (MCO 3166) 004]

ﬂaTy BBeJeHWNA B nEﬁCTBMe HacTosALWwero UaMeHeHUA yCTaHaBNUMBaKT YKazaHHble HAUWOHanNbHbIe
opraHbl No GI:TaH,lea[:)TIPISaLWIl‘l"t

TUTYNbHBIA NUCT, NepBasa cTpaHuua. HauMmeHoBaHWe cTaHaapTa U3NoXUTe B HOBOW pepakuumn: «Cpea-
CTBa NeKapcTBEeHHble BUonorMyeckmne Ans BeTepuHapHoOro npuMeHeHns. MeToabl KOHTPONSA CTEPUNBHOCTU .

Mpeauncnosue. MepsBbid ab3al M3N0XUTb B HOBOW penakumun: «Llenu, ocHoBHbIE NpUHUKMNLI KU obLne
npaBuna npoBefeHus paboT No MeXrocyaapcTBeHHoOW cTaHgapTusauun yctaHoBneHbl TOCT 1.0 «Mexrocy-
JapcTBeHHas cuctema ctaHgapTuaauuu. OcHoBHele nonoxenusa» n FOCT 1.2 «MexrocyoapcTBeHHasa cUCTe-
Ma cTaHfapTusauun. CTaHgapTel MEXrocyAapCcTBEHHbIE, MPaBuna U pekoMeHaaUumn No MEeXrocyaapCTBEHHOM
cTaHgapTuaaunu. Npasuna pa3paboTky, NPUHATUSA, OBHOBNEHNUS U OTMEHbI».

CseneHus o ctangapte. MNpeanocnegHuini ab3al M3NoXWUTb B HOBOW peaakumnn:

«MHghopmayusa o egedeHuu 8 delicmeue (NpekpaweHUU delicmeus) HacmosAuwjez2o cmaHdapma u usme-
HeHUl K HeMy Ha meppumopuu ykalaHHbiX 8bllie 20cydapcmea nybnukyemcs 8 ykazamenax HayUoHanbHbIX
cmaHdapmos, usdagaeMbix 8 3mMux 2ocydapcmeax, a makxe @ cemu MIHmepHem Ha calimax coomeaemcmay-
rowUX HauyuoHanbHbIX opaaHoe no cmaHdapmu3aayuu.

B cniyyae nepecmompa, UsMeHeHUsi Unu OMmMeHbl Hacmosileao cmaHdapma coomeenmcmayoujas UH-
gopmayusa 6ydem onybnukosaHa Ha oghuyuanbHoM uHmepHem-catime MexzocydapcmeeHHO20 cogema o
cmaHdapmu3ayuu, Memposnoauu u cepmughukayuu 8 kamanoee «MexzocydapcmeeHHble crmaHdapmabi».

MepBas cTpaHuua. HanmeHoBaHWe cTaHgapTa HAa aHIMUACKOM A3bIKE WM3MOXWUTb B HOBOW pedakuun:
«Medicine remedies biological for veterinary use. Methods of sterility control».

Paspen 2. 3aMeHUTb CCbINKKU:

«OCT 12.1.019—2009» Ha «TOCT 12.1.019—2017»;

«OCT I1ISO 7218—2011» Ha «[OCT I1SO 7218—2015»;

«OCT 1SO 11133-1—2011 Mukpobuonorua nULLEBBLIX MPOOYKTOB W KOPMOB ANS WMBOTHbIX. Pyko-
BOASILLME YKa3aHusi Mo MPUMIrOTOBMAEHWI0O W MPOM3BOACTBY KynbTypanbHbiX cped. Yacte 1. Obwune pykoBo-
OAlMe yKasaHusg no obecnedeHWd KavyecTBa MPUroTOBIMEHMA KyNbTypanbHbIX cpef B nabopaTtopum» U
«OCT ISO 11133-2—2011 Mukpobuonorusi NUWEBLIX NPOAYKTOR U KOPMOB AN XWBOTHbLIX. PykoBoasLlme
yKazaHusa no NpUroToBMEHWIO W MPOWM3BOACTBY KynbTypanbHbiX cpeq. Yacte 2. MpakTuyeckue pykosogslune
yKasaHus Mo NPUroTOBIIEHWIO W MPOWM3BOACTBY KynbTypanbHbix cpeq. HYacte 2. MNpakTuyeckue pykoBogsline
YKa3aHWsi NO 3KCNNyaTaunoHHbIM UCTbITAHUAM KynbTypanbHbix cpea» Ha «[OCT 1SO 11133—2016 Mukpo-
©1onornsi NULLEBLIX NPOAYKTOB, KOPMOB 415 KUBOTHBLIX M BOAbI. MMpUroToBneHne, Nnpon3BoACcTBO, XpaHeHWe 1
onpegeneHne paboymx xapakTepUCTUK NUTATENbHLIX Cpen»;

«MOCT 25336—82E» Ha «TOCT 25336—82»;

MOCT 12.1.004—91, TOCT 12.1.007—76. 3aMeHUTb CMNOBO: «CTaHAAPTHON» HAa «CTaHAApPTOBY;

MOCT 83—79. Nepen cnoBamu «HaTpuin yriekncnbIiny AONOMHUTE CrOBOM: «PeakTuBbI»;

FOCT 177—88. MckniounTb CNOBO: «TeXHUYecKaa»;

MOCT 2263—79 gononH1UTL 3HaKoM CHOCKKM — *;

OOMNONHUTE CHOCKOW™:

«

" B Poccumitckoit denepauun gencteyet FOCT P 55064—2012»;

MOCT 18300—87 gONONMHUTL 3HAKOM CHOCKWM — *;
OOMONMHUTL CHOCKOW™:
«

" B Poccuiickoii ®egepauun aeiicteyet MTOCT P 55878—2013 «CnnpT 3TUMOBbIA TEXHUYECKUI TMAPONU3HBIA PeK-
TUUKOBaHHBIN. TEXHUYECKNE YCIOBUAY;

* [ata BBedeHWs B AeilCTBUE Ha TeppuTtopun Poccunickon ®egepaumm — 2021—09—01.
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FOCT 20730—75. 3aMeHUTb CNOBO: «MACOMENTOHHbLIA» Ha «MSACO-NENTOHHbINY;
MOCT 24104—2001 gOnNoOnHUTL 3HAKOM CHOCKM — **;
[OMOMHNUTL CHOCKOM™™:

&«
“ B POCCMWIACKOI depepauun geuncteyet MOCT P 53228—2008 «Becbl HeaBTOMaTnyeckoro aecteus. acts 1.
MeTponorudeckie U TexHMdeckne TpeboBaHus. VcnbiraHus»;

FOCT 29230—91. JononHuTe obo3HauveHuem: «(MCO 835-4—81)»; 3ameHuTb cnoea: «4Yacte 1V» Ha
«YacTtb 4»;

AOMNOMNHUTE CCLINKOA:

«MOCT 5962—2013 CnupT 3TUNOBBIA PEKTU(UKOBAHHBIA M3 NULLEBOIO ChIpbs. TEXHMYECKUE YCITOBUAY;

npuMeYaHue U3NoXNTb B HOBOW peaakuunu:

«MpumeyaHmne — [pu NoNe30BaHUKM HACTOALLMM CTaHAAPTOM Lienecoobpas3Ho NpoBepUTE AEWCTBUE CChINoY-
HbIX CTAHOAPTOB M KNaccuhUKaToOpoB Ha OhMLMANbHOM MHTEPHET-caiTe MexrocynapCcTBeHHOIO COBETa MO CTaHOapTu-
3auWM, METPONOrMKM U cepTudrkaumn (Www.easc.by) nnm no ykazatensam HauWOHaMbHbIX CTAHOAAPTOB, U3NABAEMbIM B
rocynapcTBax, ykasaHHbIX B NPeaUcioBUM, UK Ha OULMAanbHBIX CaiTax COOTBETCTBYHOLLMX HALMOHAMNBHBIX OPraHoB no
cTaHgapTuzaumu. Ecnv Ha 4OKYMEHT faHa HeQAaTUPOBaHHAsA CCbIMKa, TO CredyeT UCMOMNb30BaTe AOKYMEHT, AENCTBYIOLLAIA
Ha TeKyLUMIA MOMEHT, C YY4ETOM BCEX BHECEHHbIX B HEr0 U3meHeHWi. Ecnm 3aMeHeH CCbINOYHbIA JOKYMEHT, Ha KOTOPbIN
JaHa OaTWpOBaHHAsA CCbiNKa, TO CriedyeT WCMOoMb3oBaTh yKa3aHHy BEPCUI0 3TOro AOKyMeHTa. Ecnu mocne npuHaTa
HaCTOSLLEr0 CTaHAApTa B CChINOMHbIA AOKYMEHT, HA KOTOPLIA faHa AATUPOBAaHHAs CChiNka, BHECEHO M3MEHeHMe, 3aTpa-
rMBaKLLee NonoXeHWe, Ha KOTOPOE aHa CChinka, TO 3T0 NonoXeHne NpuMeHsieTca be3 ydeTa 4aHHOTo M3MeHeHWs. Ecnmn
CCbINOYHbIA JOKYMEHT OTMEHEH 6e3 3aMeHbl, TO MOMOXKEHWE, B KOTOPOM AaHa CCbINKa Ha Hero, MPUMEHSIETCS B 4acTu, He
3aTparMBarLLeil 3Ty CCbINKy».

Paszgen 3. MNyHkT 3.1.2. 3aMeHWTL CcNoBa: «4MCTOoe NoMelleHne knacca «B» Ha «noMelyeHue uuctoe
Knacca «Avy.

MyHkT 3.2.2 pononHuTe ceeinkoi (nocne FOCT 18300): «unu FTOCT 5962 .

Pasnen 4. VIcknio4nTb crnoBo: «bakTepuonoru4yeckoro».

Pasgen 6. MyHkT 6.1. Tabnuua 1. NonoBKy Tabnuubl U3NOXKUTL B HOBOW pedakumu:

«
MuHWMansHoe KoNUYecTBO eAuHUL, (amnyn, chnakoHoB U ap.)

KonuyecTtso eaunHuy (amnyn, pnakoHos 1 Ap.) B cepun
NS NoceBa Ha Kaxaylo nuTaTenbHyo cpedy

».

MyHkT 6.4. Tabnuuy 2 N3NOXWTb B HOBOW pegakumu:

«Tabnuua 2— MuHnMmansHoe kornmdecTBo Npobbl ANA NOceBa Ha NUTATENBHLBIE Cpeabl

s 3 MuHMManNbHOE KONUYEeCcTBO npenapara ang nocesa Ha Kamyw
KonuuecTso npenapara B NEPBMYHON YNakoBKe, CM 3
NUTATENbHYIO CPedy, CM
MeHee 1 Becb 06bem nepBuYHBIX ynakoBoK, 06begMHeHHbIX Ao 1
1—40 1/'2 coaepXMMoro, Ho He MeHee 1
40—100 20
Bonee 100 10 % copgepxuMmoro, Ho He MeHee 20 N

Pasgen 7. TMyHkt 7.4.1. 3amenuts cceinkm: «OCT 1SO 11133-1 wm TOCT ISO 11133-2» Ha
«OCT I1SO 11133».

MyHkT 7.5.6. 3ameHuTb cnoea: «5,0 r MoHOrMgpaTa rmoKo3bl» Ha «5,5 r MOHOrMapaTa rmKo3bl»; «TUO-
rmuKoneeBon Kucnotel, 0,3 cm3 Unu TMornuKonATa HaTpus, 0,56—0,75 cM3» Ha «0,5 r TMOrMUKONSATa HATPUSA UMK
0,3 r TMOrMMKONEBOW KNCNOThI»; 3aMeHMTb 3HaveHne: «(7,040,2)» Ha «(7,1£0,2)».

[MyHKT 7.5.7. Vickno4nTb cnosa: «2,5 r xropuga kanusa».

[Mogpasgen 7.5 gononHUTe NyHKTOM 7.5.12:

«7.5.12 TMocne cTepunusayun He MeHee 5 % eMKOCTel OT KaXK4oW NapTun NUTaTENbHOW cpenbl NoMe-
LLaOT B TEPMOCTAT W MHKYBUPYIOT B TEYEHWE Kak MUHUMYM 14 CyT ANs KOHTPONsS CTEPUMbHOCTM NaparnmnenbHO
C NOCEBOM MCMbITyemoro obpasua Ha CTepUbHOCTb. POCT MUKPOOPraHM3MOB AOIMKEH OTCYTCTBOBAaTb».

MyHKT 7.6.1. 3amenuTb cebinky: «[OCT 1ISO 11133-1» Ha «[OCT I1SO 11133».
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(MpodomxeHue Namererusa Ne 1 k FTOCT 28085—2013)
MyHKT 7.7.2. Tabnuuy 3 M3NoXKUTb B HOBOW pefakuuun:

«Tabnnua 3 — TecT-WTaMMbl MWKPOOPraHM3mMoB AnA NPOBEPKN POCTOBbLIX CBOWCTB NnuUTartenbHbIX cpen, ncnoneaye-
MbIX OAnA onpegeneHns GaI{TEpMI;"I, FDM608 1M MUKOoMNnasm

MutatencHana cpega

Bua TecT-utamma MMKPOOPraHuamMoB

Ycnoeus uHkyBaumm

Temnepatypa, °C

Bpewms, cyT

HKunokaa
TUOIMKUKONeBas

cpega

AapobHble BakTepuu:

Bacillus subtilis TKIMM 010011,
ATCC 6633 nnm

Bacillus cereus 'KINM 010014,
ATCC 10702

Staphilococcus aureus 'KINM 201108, ATCC 6538

Pseudomonas aeruginosa 'KINM 190155, ATCC 9027

Alcaligenes faecalis 415 'KINM 300205*

32,5+2,5

AHaspobHble BakTepuu:

Clostridium sporogenes 272
'KIMM 300524, ATCC 19404

Clostridium novyi 198 'KINM 242484~

32,525

[purbbl*:

Candida albicans NCTC 885-653,
ATCC 10231

225x25

HKnokaa
COeBO-Ka3zenHoBas
cpena

AapobHble BakTepuu:

Bacillus subtilis FTKMM 010011,
ATCC 6633 nnm

Bacillus cereus NKINv 010014,
ATCC 10702

32525

MpubbI:

Candida albicans NCTC 885-653,
ATCC 10231

Aspergillus brasiliensis ATCC 9642,
ATCC 16404

225+25

XKuokaa cpena
Cabypo

punbbI:

Candida albicans NCTC 885-653,
ATCC 10231

Aspergillus brasiliensis ATCC 9642,
ATCC 16404

225+25

MNuTatenksHble cpenbl
AnA BblABNEHWA
MWKOMNa3m

Mukonnasmsl:

Acholeplasma laidlawii NCTC 10116, ATCC 23206

Mycoplasma galisepticum NCTC 10115, ATCC 19610

Mycoplasma hyorhinis NCTC 23714, 10130, ATCC 17981

Mycoplasma orale NCTC 10112,
ATCC 23714

Mycoplasma synoviae NCTC 10124

37 +1
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OkoHyaHue mabnuusi 3

* O603HAYEHbI TECT-LUTAMMBI MPKY UCNONbL30BaHUM TUOTTMMKOMNEBOW CPEAbl B KAYECTBE YHUBEPCANBHOW NPU UC-
nbiTaHm WM. KynsTBMpOBaHWE NPOM3BOAAT NPpY ABYX TEMMepaTypHbIX pexumax: (32,5 £ 2,5) °C n (22,5 +2,5) °C.

MpumeyvaHus

1 MoryT 6bITb MCNONb30BaHLI U APYTUe TECT-LUTaMMbl U3 PA3NUYHBIX KONNEKUWA, TUMUYHbBIE MO KyNbTypanbHO-
MOPdONOrM4eCcKnM, TMHKTOpUanbHbIM 1 BUOXUMUYECKUM cBOMCTBaM. Habop TecT-lwTaMMOB MOXET BbITb MU3BMEHEH B
3aBMCMMOCTU OT crnocoba NpUMEHEHKA UM COCTaBa MCMLITYEMOro Npenapara.

2 TKINMM — lNocygapcTBeHHasA KONNeKUMa NaToreHHbIX MUKpoopraHuamoB, Poccus.

3 NCTC — HauwmoHansHas Konnekums TUNOBbIX KynbTyp.

4 ATCC — AmMepuKaHcKas Konnekuus TunoBbix Kynetyp, CLUA.

[MyHKT 7.7.2 gONOnNHWTL NnoanyHkTamn 7.7.2.1, 7.7.2.2:

«7.7.2.1 MNpn NnogroToBke TECT-LWUITAMMOB MWUKPOOPraHW3MOB UCMNONb3YT TECT-LUTaMMbl BakTepui, rpu-
BOB 1M MMKONNAa3M M3 CNeLnanManpoBaHHbIX KONMNEKLUKUA, KOTOpble AOMKHbI BbiTh TUMUYHBIMA MO KyTNbTypanb-
HO-MOPMONOrMYECKUM U BUOXMMUYECKUM CBOMCTBaM. Yucno naccaxel pabounx KynsTyp He JOMKHO NpeBbl-
waTth NATH.

7.7.2.2 TNepepn ucnbiTaHMEM KyNbTypbl adpobHbIX BakTepuil BbICEBAKOT Ha CKOLLIEHHbIA COEBO-Ka3enHOo-
BbIW arap Unu Opyryto afekBaTHY NIOTHYIO NMTaTenbHYO cpeny; kynetypbl rpubos C.albicans m A.brasilien-
sis — Ha ckoweHHbIn arap Cabypo; kynbTypbl aHaapobos Clostridium novyi n C.sporogenes — Ha cpefpbl 4ns
aHa3pobHbIX MUKPOOPTaHM3MOB (HAaNPUMeEpP, XUAKYK TUOTMUKONEBYH) U MHKYDBUPYIOT NpWM COOTBETCTBYHOLLEN
TeMnepatype. [Janee BblpoClIWe KyNbTYpbl TeCcT-WTammoB bakTepuin (B Tom vucne C.sporogenes, BblpalleH-
HYH B aHaapoOHbIX ycnosusax) 1 rpubos C. albicans cMbiBaloT ¢ NOBEPXHOCTH CKOLLUEHHOTO arapa CTePUIbHBIM
0,9 %-HbIM pacTBOPOM XMopuaa HaTpus. [OTOBAT B3BECh KaXA0ro TecT-lTamMmma C KOHEYHOM KOHLeHTpaunen
ot 10 o 100 KOE/cm3».

Paszgen 8. MyHkT 8.1.1 pononHMTe ab3auem (nocne BTOporo): «JlModunmMaMpoBaHHbie Buonoryeckue
NeKapcTBeHHbIE NpenapaTsl NpeBapuTENbHO PECYCNeH3NPYT COOTBETCTBYHOLLUM pacTBopuTenem/pazbasu-
TenemM W BbICEB NMPOU3BOAAT U3 NOMYYEHHOW CYCNEH3UMY.

MyHKT 8.1.2. 3ameHWTb croBa: «HKYOUPYOT MCXO4HbIE NOCEBLI M NepeceBbl B TeHeHuun (14 £ 4) cyT» Ha
«HKyBMpYIOT MCXOOHbLIE M MOBTOPHbIE NoceBbl (MepeceBkl). Obuee BpeMsl MHKyDaUMM JOMMKHO COCTaBNATb
(14 £ 4) cyT OT Ha4Yana UcnbITaHUsAY.

Pasgen 10. MyHkT 10.1.1 gononHuTe ab3auem: «lpKu oBHapPYKEHUU POCTa MUKPOOPraHM3MOB, onpeae-
NSEeMOro BU3yarnbHO Mo HaNU4YyM MYTHOCTW, OCAOKa, XMOMbLEB WM APYrUX U3MEHEHWI cpeabl U NoATBepxaae-
MOro MUKpPOCKOMUYECKUM NCCNeqOBaHUEM, CUMTAIDT, YTO UCMBITYEMbIN MpenapaTt He COOTBETCTBYeT Tpebora-
HUAM UCNBITAHUSA HA CTEPUNBHOCTBY.

Pasgen 10 gononHutb nyHktom 10.2:

«10.2 PeaynbtaTbl MCMbITAHWA Ha CTEPUNBHOCTbL MOrYT OblTb NMPWM3HaHbI HEAOCTOBEPHBLIMKU B Criy4ae,
eCnu BbINOMNHAETCS O4HO WIMW HECKOSBbKO YCNOBUIA:

a) Nony4eHbl HeY4OBNETBOPUTENbHbIE PE3yNbTaTbl MUKPOOMONOrMyeckoro KOHTPOMS OKpYXarLen cpe-
Obl (BO34yxa, NOBEPXHOCTEN U pyK MepcoHana v Ap.) Npu NpoBeeHUn UCMbITAHUS Ha CTEPUIBHOCTE;

6) BbIABNEHbI OLUIMGKA, AONYLLEHHBIE B XOA4E UCMbITAHUS;

B) 0BHapy»XeH poCT MUKPOOPraHM3aMoB B OTPULIATENLHOM KOHTPOMe (KOHTPOINb CTEPUNBHOIO pacTBOPU-
Tens/pa3baBuTena UNu NUTaTenbHOW cpeabl);

r) obHapy»KeHbl HEY4OBNETBOPUTENbHbIE POCTOBbLIE CBOMCTBA NUTATENbHbLIX CPes;

[) BbIABNEHbLI OLLIMBKM Npu CTEPUNU3aLM MaTeprarnos.

Ecnu pesynbrartbl UCNbITaHWA NpW3HaHbl HEAOCTOBEPHLIMU (B crny4ae obHapyxeHusa owunbok B xoge
aHanuaa), UcneiTaHWe NOBTOPSKT HA YOBOEHHOM KonvdecTBe 0bpasLos.

Ecnu B pe3ynsraTte NOBTOPHOIO UCMbLITAHUA He OBHapYyXeH POCT MUKPOOPraHM3MOB, CHMTAIDT, YTO npe-
napaT coOTBeTCTByeT TpeboBaHMAM UCMbITaHUA Ha CTepunbHOCTL. Ecnin B pe3ynstate MOBTOPHOIO MCMLITAHMA
oDHapyXeH poCT MUKPOOPraHM3moB (Ans Guonorndecknx npenapaToB, CodepKalluX KUBbIE MUKPOOPraHns-
Mbl, — POCT NOCTOPOHHEN MUKPOGNOPbI), CYUTAIDT, YTO Npenapar He COOTBETCTBYET TpeboBaHWUAM UCTbITAHUSA
Ha CTEPUITbHOCTbY.

(MYC Ne 7 2021r.)
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