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Mpegncnosune

Lienn, OCHOBHble NPWHLMMNLI W OCHOBHOI MNOPAAOK NPOBeAeHMs paboT Mo MeXrocyfapCTBEHHOWA
cTaHgaptmMsauum yctaHoBneHbl TOCT 1.0 - 92 «MexrocygapcTBeHHas cuctema CcTaHgapTu3aunn.
OcHoBHble nonoxeHuna» n NOCT 1.2-2009 «MexrocyfapcTBeHHasa cuctema ctaHfaptusauun. CtaHpapTbl
MEXrocyfapCTBEHHblEe, MpaBuaa U pekoMeHgaLunm Mo MEeXrocyfapCTBEHHON cTaHgapTusauuu. [Npasuna
paspaboTku, NPUHATASA, NPUMEHEHNS, 0OHOB/IEHNSA U OTMEHbI»

CBefeHusa o ctaHgapTe
1 PASBPABOTAH ®epepanbHbiM rOCYLapCTBEHHbIM OIOMKETHbIM yupexaeHuem «Bcepoccuinckumii
rocyfiapCTBeHHbli LieHTp kavecTBa M cTaHfapTM3aummn fIeKapCTBEHHbIX CPEACTB A1 XUBOTHbLIX U KOPMOB»

(®rBY «BI'HKN»)

2 BHECEH ®epgepasibHblM areHTCTBOM MO TEXHWYECKOMY pPerynMpoBaHui0 U MeTponorum
Poccwuiickoin ®egepauun

3 MPUHAT MexrocyaapCTBEHHbIM COBETOM MO CTaHgapTu3auuu, MeTpoaorMm u ceptudukauum
(npotokon ot 25 mapta 2013 r. Ne 55-M)

3a NPUHATME MNporosiocosasin:

Kopg, ctpaHbl no MK CokpalleHHoe HaumeHoBaHue

KpaTK&eKF(';V(':M; g%%%?MOeOZT-S?HH "0 (1Co 3166) 004- HaLMOHaIbHOTO opraHa

97 no craHgaptmsaumm
ApmeHusa AM MuH3akoHOMMKM Pecny6avkn ApmeHus
Benapycb BY lFocctaHgapT Pecny6nuvkn Benapych
Knprususa KG KblpreisctaHaapT
Mongosa MD Mongosa-CtaHgapT
Poccus RU Poccrangapt
TampxukncTaH TJ TagpxukcTaHgapT
Y36ekncTaH uz Y3ctaHgapT

4 Tprka3om ®efepasibHOro areHTCTBa Mo TEXHUYECKOMY PerysiMupoBaHnio 1 MeTposiorumn ot 28 MioHA
2013 r. Ne 319-cT BBEAEH B AelicTBME B KayecTBe HauMOHanbHOro ctaHgapTa Poccuiickoin ®egepauun c 1
nona 2014 ropa.

5 BSBAMEH rOCT 28085-89

NHpopMmauuss 06 U3MEHeHWsIXx K HacTosieMmy cTaHaapTy nyoavkyeTcss B eXerofHoMm
MHPOPMALMOHHOM YyKasaTesne «HauuoHanbHble CTaHAapTbi», a TeKCT MW3MeHeHWid 1 MnonpaBokK - B
eXeMecssUHOM WHJGOopMaLMOHHOM YyKasaTene «HauuoHanbHble cTaHgapThi». B cnyyae nepecmoTpa
(3aMeHbl) MM OTMEHbl HacTOsAWEro CcTaHgapTa COOTBETCTBYWLUIEe YyBegomseHne 6ygeT
ony6/IMKOBAHO B  E€XEMECSYHOM  MH(OPMaUMOHHOM YyKasaTene «HauuoHasnbHble CcTaHgapTbi».
CooTBeTCTBYyWaa UHopMauusl, yBeAOMEHNE U TEKCTbl pasMeLllalnTCca Takke B UH(OPMALMOHHO
cucTeMme 06LLErO NOMb30BAHUS - Ha OhuLMabHOM caiiTe deaepasibHOro areH TCTBa No TEXHUYECKOMY
perynnpoBaHuio 1 MeTpPonornm B ceTun MIHTepHeT

© CraHpgapTtuHctopwm, 2014
B Poccuiickoii ®epepaumm HacTOAWMIA cTaHAapT HEe MOXeT ObiTb MOSIHOCTBI WAN YaCTUYHO

BOCMPOM3BEEH, TUPaXWPOBaH M pacnpocTpaHeH B KauyecTBe O(ULMANbLHOIO K3faHusi 6e3 paspelLeHus
defepanbHOrO areHTCTBa N0 TEXHUYECKOMY PErysiMpoBaHuio ¥ METPOJIOMMK



MonpaBka k TOCT 28085—2013 CpeAcTBa /iekapCTBEHHbIE GUONOrMyeckme Ana BeTepUHaApHOro npu-
MeHeHus. MeTog, 6aKTepUosIOrMYecKoro KOHTPOSIA CTEPUTIBHOCTU

B kakom mecte HaneuaTtaHo [lo/kHO 6bITb
Mpeancnosue. Tabnuua corna- - TypKMeHUs ™ nasroccnyx6a
coBaHus «TypKMeHCTaHgapT/1apbI»

(MYC Ne 12 2021 r)
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MEXTOCYAAPCTDBEHHTBbB I CTAHOOAPT

CPEACTBA JIEKAPCTBEHHbLIE BMOJTOIMMYECKNE
A1 BETEPMHAPHOIO NPUMEHEHWA

MeTof 6aKTepMOIOrM4eCcKOro KOHTPOISA CTepuIbHOCTH

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

Jata BBegeHus - 2014 - 07 - 01
1 O6nactb NpUMeHeHUA

HacTosiwmii cTaHgapT pacnpocTpaHseTcss Ha 6GuoMorMuyeckMe nekapcTBEHHble cpefcTBa Ans
BETEPVMHAPHOTO MpUMEHeHUs1 (Janee - JflekapCTBEHHble CPeAcTBa), CoAepXaliMe WHAKTUBMPOBAaHHbIE
MWUKPOOPraHu3mbl, U yCTaHaB/MBaeT METOL 6aKTepMOIOTMUYECKOro KOHTPOIS CTEPUTBHOCTMW.

[ns NekapCTBEHHbIX CPEACTB, COAEPXALLMX >KMBbIE MUKPOOPraHW3Mbl, HACTOSILMIA cTaHaapT
NPUMEHSIIOT 4151 ONpeAeNeHnst KOHTaMUHALMU NOCTOPOHHUMK GakTepusiMu, rpuéamm 1 MyuKoniasMamu.

2 HopmaTuBHbIE CCbI/IKU

B HacToslLem cTaHAapTe UCMo/b30BaHbl HOPMATUBHbIE CCbIIKM Ha criefylolmne ctaHaapTbl:

FOCT 12.1.004—91 Cuctema cTaHAapTHOM 6e3onacHocTM Tpyda. [loxapHas 6e30MacHOCTb.
O6uwue TpeboBaHUA

FOCT 12.1.007—76 Cwuctema cTaHAapTHOW
Knaccudmkaums n obwme tpeboBaHua 6e30nacHoCTU

FOCT 12.1.019—2009 Cuctema ctaHfapToB 6e3onacHoCTU Tpyaa. dnekrtpobesonacHocTb. Obwume
TpeboBaHUs1 1 HOMEeHKaTypa BUAOB 3alLWThbl

FOCT 83-79 Hatpuin yrnekncnblin. TeXHUYECKNe YCNoBusA

FOCT 177-88 Bopopona nepekucb TeXHuyeckasd. TexHuyeckue ycriosus

FOCT 2263-79 HaTp efkuint TexHn4eckuii. TexHmyeckune ycroBus

FOCT 2493-75 PeaktuBbl. Kanuii pochOpHOKMCAbI ABY3aMeLW,eHHbIN  3-BOAHBIN.
ycnosus

6esonacHocTM Tpyda. BpegHble BellecTsa.

TexHnyeckne

FOCT 3118-77
FOCT 3164-78
FOCT 3760-79

PeaktuBbl. Kucnorta consHas. TexHuyeckue ycnosus
Macno Ba3ennHoBoe MeauLMHCKOE. TexHn4yeckne ycnoBus
PeakTuBbl. AMMUaK BOAHbI. TEXHUYECKME YCNOBMUSA

FOCT 4159-79
FOCT 4209-77
FOCT 4232-74
FOCT 4233-77
FOCT 4234-77
FOCT 4523-77

PeakTuBbl. Mog. TexHndeckue ycnosums
PeakTusbl. MarHuii x10pucTbIii 6-BOAHbINA. TexXHUYeckue ycnosus
PeakTuBbl. Kanuii ioancTbliil. TeXHUYecKne ycnosus
PeakTtuBbl. HaTpuii XnopucTblid. TeXHUYeckne ycroBus
PeakTtuBbl. Kanuii xnopucTblit. TeXHUYeckne ycnosus
PeakTuBbl. MarHuii CEpHOKUCAbIA 7-BOAHbIA. TeXHUYecKne ycnosus

FOCT 6038-79 Peaktusbl. D-rnwoko3a. TexHuyeckne ycroBus

FOCT 6709-72 Bopga guctunanpoBaHHasa. TexHuyeckue ycnosus

FOCT ISO 7218-2011 MwuKpobuosorms nuuieBbiX NPOLYKTOB WM KOPMOB AJ/1S XWBOTHbIX. O6wume
TpeboBaHNA U PpeKoMeHAauMm No MUKPOBUOIOTMYECKUM UCCIef0BaHUAM

FOCT 9871-75 TepMOMETpbl CTEK/NAHHblIe PTYTHblIE 3/IEKTPOKOHTAKTHbIE W TEepPMOPErynsaTopsbl.
TexHnyeckne ycnosus

FOCT ISO 11133-1-2011 MwuKpobMONorMa nuuieBbIX NPOAYKTOB W KOPMOB [ANS XWUBOTHbIX.
PykoBogsiwimne ykasaHus N0 NPUrOTOBIEHMIO U MPOU3BOACTBY Ky/bTypasibHbiXx cpef. Yactb 1. O6uwue
pyKoBOAsLLMe yKa3aHua Mo 06ecnevyeHunio kayectTsa NPUroTOB/IEHNA KY/bTypasibHbIX cpef B nabopaTtopum

FOCT ISO 11133-2-2011 MwvKpoOMONOrMa NULLEBLIX NPOAYKTOB W KOPMOB [ANS XWUBOTHbIX.
PykoBogsuine ykasaHnsa no npuUroToBsIEHUIO W MPOU3BOACTBY Ky/NbTypasibHbIX cpes. YacTtb 2. lNMpakTuyeckune
pykoBoAsALLME yKasaHUA Mo NPUroToB/IEHUIO U NMPOU3BOACTBY Ky/bTypasibHbiX cped. YacTb 2. [pakTtuueckme
pykoBoAsLLMe yKasaHUA Mo SKCrnayaTalMOHHbIM UCMbITAHUAM Ky/bTypasibHbIX cpej,.

M3paHve odmymanbHoe
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FOCT 11773-76 PeaktuBbl. HaTpnii 00COPHO-KNCIbIN ABY3aMELLEHHbIN. TeXHUYecKne ycnosus

FOCT 12026-76 bymara chunbTpoBasibHas naboparopHas. TexHUu4Yeckue ycroBus

FOCT 13805-76 lMenToH Cyxoil pepMeEHTATMBHbINA ANA 6aKTEPMONOrMYEeCcKNX uenein. TexHundyeckme
ycnosus

FOCT 17206-96 Arap MuMKpo6buonornyecknii. TexHM4eckne ycnosus

FOCT 18300-87 CnupT aTUNOBbI PEKTUXNKOBAHHbI TEXHUYECKNA. TEXHUYECKNE YCNOBUS

FOCT 20730-75 [MuTatenbHble cpepgbl. BynbOH MACONENTOHHbIA (4N BeTepMHAPHbIX Lenei).
TexHunyeckue ycnosus

FOCT 24104- 2001 Becbl nabopatopHble. ObLme TexHuyeckme TpeboBaHus

FOCT 25336-82 E Tllocyga u ob6opyaoBaHWe nabopaTtopHble CTEeKASAHHble. TwuMnbl, OCHOBHbIE
napamMmeTpbl 1 pasmepsbl

FOCT 29112-91 Cpepgbl nuTatefibHble NAOTHbIE (4Ns1 BETEpMHAapHbIX Uenei). Obuwne TexHmyeckmne
ycnosus

FOCT 29230-91 Tocypa nab6opaTopHas cTeknsHHasa. [uneTtkn rpagyvpoBaHHbie. YacTb 1V.
MuneTkn BblAyBHbIE

MpumedyaHwne - lpu NONb30BAHUN HACTOALWMM CTaHAAPTOM LienecoobpasHo NpoBepuTb
OeNcTBMe CCbIJIOYHbIX CTaHAApPTOB B UHPOPMALMOHHON cucTeme 06LLEro nosb3oBaHus - Ha ouLnanbHOM
caiiTe defepanbHOro areHTCTBa N0 TEXHUYECKOMY PEeryiMpoBaHuio U MeTposiormm B ceTu VIHTepHeT unau no
eXerogHo unsgaBaeMomy MHGOPMaLWOHHOMY YykazaTeni «HauumoHanbHble cTaHAapTbl», KOTOpPbIA
onyb6/sMKoBaH MO COCTOAHUI Ha 1 AHBapA Tekywero roga, W N0 BbINyCkaM eXeMeCAYHOro
MHPOPMAaLMOHHOIO yKasatensa «HauuoHanbHble CTaHAapTbl» 3a Tekywuii rogd. Ecnn cebliodHblli ctaHaapT
3aMeHeH (U3MeHeH), TO MpW NOfIb30BaHWM HACTOAWMM CTaHA4apTOM cfiegyeT pyKOBOACTBOBaTbLCA
3aMeHsWUM  (M3MEHEHHbIM) CTaHAapToM. EcnM  cCbllOYHbIA  cTaHZapT OTMeHeH 6e3  3aMeHbl, TO
nosIoXeHne, B KOTOPOM AaHa CCblflka Ha Hero, MPMMEHAEeTCA B YacTu, He 3aTparnBaroLeil 3Ty CCbIkKy.

3 YcnioBusi BbINOJ/IHEHUS UCMIbITAHUIA U Tp86OBaHI/IFI 6e30nacHoOCTHU

3.1 YcnoBus BbINO/IHEHUSA VUCMNbITAHWIA

3.11 O6wue TpeboBaHUA nNpoBeAEHUA  MUKPOOMOSIOrMYEeCKOro aHamsa W paboTel C
MuKpoopraHusmamu Il - IV rpynn natoreHHoctn - no NOCT I1SO 7218.

3.1.2 VicnbiTaHWe Ha CTEPWIbHOCTb MPOBOAAT B acCenTuyYecknx YC/oBUSAX, 4TOObl un3bexartb
MUKPOOHOI KOHTaMMHaLMM BO BPEMS NOCeBa, WCMONb3ys NamuHap-60kc, GOKC WM YucToe nomelleHue
Knacca «B».

3.1.3 Tpeb6oBaHua k nepcoHany - no NOCT ISO 7218 w [1].

K npoBeAeHWo MCMbITAHWIA [ONYyCKalTCA KBANUUUUPOBAHHbIE COTPYAHWUKM, MWMeEloWmMe OonbIT
paboTbl ¢ MukpoopraHmamamu Il - IV rpynn natoreHHocTW, U3yumBlLUME METOAUKA MUKPOOMONOrnyeckmnx
pab6or.

3.2 TpeboBaHus 6e30MacHOCTU

3.2.1 TpeboBaHua 6e3onacHOCTM npu paboTe ¢ xMMMyeckumn peaktmsamm - no FOCT 12.1.007, ¢
anekTpoobopyaosaHmem - no NOCT 12.1.019. TpeboBaHnsa noxapHoii 6esonacHocT — no FOCT 12.1.004.

3.2.2 TMpu HapyweHnn uUesioCTHOCTM amnyn (hJ1akoHOB) M 3arpsA3HeHUn npenapartom MoBEepPXHOCTH
CTON1a, Ha KOTOPOM MPOBOAAT UCMbITaHWe, HEOOXOAMMO NPOBECTU 06paboTKy 3arpsa3HeHHOW noBepxHocTn 70
%-HbIM pacTtBopomM 3atunosoro cnupta no NOCT 18300, pactBopom XxnopamuHa b cogep)kaHnem axkTUBHOrO
xnopa AX He MeHee 26 %, 6 %-HbiM pacTBOopoM nepekucu Bogopoga no FOCT 177 wan gpyrumu
Ae3nHuumMpyoWwmnmMm cpegctesamu, o6ecneynBarWMMn YHUUTOXEHMe Mukpoopravmusmos Il - IV rpynn
NnaToreHHoCT!.

4 CywHOCTb MeToha

CyuwHocTb MeTofa 6aKkTepuosiorMyeckoro KOHTPOSSA CTEPUIbHOCTU W onpefeneHus KoHTamuHauum
3aknyaeTcs B MUKPOOMOMOTrMYECKOW OLeHKe Hanuuns 6aktepuii, rpuboB W MUKONNasM B BbiCEBAX
NeKapCTBEHHbIX CPeACTB Ha NuUTaTesibHble cpefbl.

5 CpefgcrBa nsMepeHuii, annapatypa, Matepuasibl, peakTuBbl U Ky/ibTypasibHble cpeabl

5.1 [Ana npoBefeHUA UCNbITAHUSA NPUMEHSAIOT:

- BECbl CO 3HAYeHWeM cpefHero keagpartmyeckoro oTknoHeHuns (CKO), He npesbiwatowmm 0,03 mMr un
C MOTPeLlHOCTb OT HeNnHeliHOCTM He 6onee + 0,06 Mr MO AOKYMEHTauMM W3roTOBUTENA WU BEChI
nabopaTopHble no NOCT 24104,
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- WKad) cywmnbHbIA nabopaTopHbiii ¢ Anana3oHOM aBTOMAaTUYeCKU NoanepXuMBaemMoi TemnepaTypbl
Harpeea oT 50 °C pgo 200 °C; norpewHocTb cTtabunusauum TemnepaTypbl B paboueli kKamepe npu
ycTaHoBMBLUEMCSH pexume + 3 °C;

- TepMOMETpPbl PTYTHblE CTEKNSAHHbIE 3/IEKTPOKOHTAKTHbIE C AMana3oHOM M3MepeHus Temnepatypbl
oT 50 °C go 200 °C v ueHoii genenunsa 1°C no FOCT 9871;

- TepMOMeTpbl MakcumasbHble Tuna Cl1-83 M ¢ gnanasoHoM usmepeHus Temnepartypsl oT 50 °C o

250 °C n ueHon penexHna 1 °C;
- WwKady nammHapHsbIi Il knacca 6M0N0rMYECcKoli 0NacHoOCTK;
- TepMmocTarT 3/1eKTpUYeckuiA € aBTOMaTUMYECKMM  TepMOperynsatopoM, obecrnevnBaoLmii

nognepxaHve temneparypol Harpesa oT 20 °C go 55 °C no FOCT ISO 7218;
- pH-meTp ¢ TouHOCTLIO0 kKannbpoBeku £ 0,1 eq, pH npu Temnepatype o1 20 °C go 25°C no NOCT I1SO 7218;
- AUCTUANATOP;

- WTaTUBLI A1 NPOBMPOK METa/IMYeckme UM W3 NoJIMMEPHbIX MaTepuasos;
- XonoaunbHuK 6biToBOl Nno MOCT ISO 7218;
NUNeTKn MepHble BMecTUMOoCTbio 1 1 2 cm3no NOCT 29230;
- o1aKkoHbI CTEKNAHHbIe BMecTUuMocCTbio 100 1 200 cm3
npobupkn cTeknsHHble no FTOCT 25336;
BOPOHKU cTekNsAHHble no MOCT 25336;
rpywun pe3nHoBbIE;
- unbTpbl AN MeMbpaHHon hunbTpauuy;
annapart KpoToBa,
o6ymary omnbTpoBanbHyto no FOCT 12026;
BOAY BOAONPOBOAHYIO;
BoAy auctunnuposaHHyto no NOCT 6709;
HaTpuin xnopucTbiin no FOCT 4233;
HaTpuin yrnekncnblii no FOCT 83;
Hatpua rngpookuck no NOCT 2263;
HaTpusa TUOT/IUKONAT;
HaTpus pesasypuH;
HaTpusa rngpodocdart no NOCT 11773;
Kanuii xnopucTeliii no FOCT 4234,
Kanua gurngpodgocdat no FOCT 2493;
MarHuii cepHokucnblii no FOCT 4523;
MarHuii xnopucTblid no FOCT 4209;
Kanbumsa xnopug 6e3BoAHbIi;
Kanuii noguctbiin no FOCT 4232;
- aMMuak BoAHblli no FOCT 3760, pacTBop mMaccoBoit gonein 10 %;
KncnoTy consiHyto no FOCT 3118, pacTBop maccoBoit goneii 1 % - 2 %;
KMCNOTY TUOI/IUKO/IEBYIO;
Bogopoaa nepekucb no FOCT 177, pacTBop mMaccoBoit goneit 3 % un 6 %;
noa kpuctannmnuyeckunin no FOCT 4159;
D-rntoko3y no FOCT 6038;
rNIOKO3bl MOHOTUAPAT;
mMacsio BasenunHosoe no NOCT 3164;
- X/I0OpaMVH, pacTBOp MaccoBoii goneli 26 %;
- dheHON, pacTBOp MaccoBoli goneii 3 %;
N3BECTb X/IOPHYK MacCOBOl A0ieli aKTUBHOIO xaopa He meHee 32 %;
coAy KasbLMHUPOBAHHYIO;
MOPOLLOK CTUPA/IbHBIA;
dhyKCMH OCHOBHOIA;
cpefy TUOTNNKONEBY!O;
arap MsiCO-NenTOHHbIi MaccoBoi goneit rwkosbl 0,5 % (MMA) no TOCT 29112;
- BY/IbOH MSACO-NEeNnTOHHLIA MaccoBol goneli rawkossl 0,5 % (MIMB) no TOCT 20730;
- BYNIbOH MSACO-MENTOHHbIA NeYeHOYHbIVi NoA Bas3e/IMHOBLIM MAac/ioM MaccoBOW aoneli rnokosbl 0,5 %,
arapa 0,2 % (cpepa KutT-Tapouuw);
- cpegy Cabypo;
- cpefbl ANA 06HapyXeHUs MUkoniasm:
cpeny Xeidnuka;
cpeay ®pes;
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cpeny dpuca;
- arap Mukpo6uonornyeckmii no FOCT 17206;
nenToH cyxon thepmeHTaTuBHbIA No TOCT 13805;
- Ka3enHa rmgposmsaT naHkpeaTuyeckuii namM nentoH MapTeHa;
3KCTPaKT APOXKEBOIA;
- pacTBOp UMCTenHa rmgpoxnopuga KoHueHtpauueli 10 r/am3;
- KNCNOTY [,e30KCMPUBOHYKIENHOBY, CTEPUSIbHLIV pacTBOP KOHUEHTpauuvei 2 r/am3,
- NeHULNNNNH KOHUEeHTpaumeli 20000 ME/cm3;
- pactBop (3-HrkoTMHaMUaafeHVHAMHYKNeoTaa KoHUueHTpauunein 10 r/icm3;
-0,9 %-HbIli pacTBOp HaTpuUSA xnopuaa N30TOHUYECKUIA;
- DEAE - pgekcTtpaH;
cepfLe roBsixbe;
9KCTPAKT Mo3ra TefieHKa,;
CbIBOPOTKY NOWAANHYIO CTEPUSIBHYIO;
CbIBOPOTKY CBUHY!O;
MyKW COEBOW rugponusar;
ONOTUH;
KanbLusa naHToTeHar,
- XOJINHA XNopua;
Kncnoty ©onmneBylto;
i-IHO3UT;
HUKOTUHaMUA,
NMPUAOKCUHA ruapoxnopua;

- pubodhnasuH;

- TMamMmunHa rugpoxnopug,.

5.2 lonyckaeTcs NpuMeHeEHNe OpYrnX CPeACTB U3MEPEHUA C METPOIOTMYECKMMI XapaKTepUcTnkamm
N 060pYyAOBaHMA C TEXHUYECKUMU XapaKTepuUCcTUKaMn, a Takke maTepuanoB U pPeakTUBOB MO KayecTBy He
HWXe yKa3aHHbIX.

5.3 [onyckaeTcs WCNO/b30BaHWE TOTOBbIX W CyXMX MNuUTaTeflbHbIX cpen, npefHasHayeHHbIX AN1A
ykasaHHbIX Leneli, a Takke cpef, NpuroToBJIEHHbIX MO NPONUCK NPON3BOAUTENS.

5.4 BmecTo 060pyfoOBaHuA 1 MaTepuanoB MHOFOKPaTHOro UCnosib3oBaHusa (Yaluek MeTpu, NUNeTok,
Npobupok, dnakoHoB, BYTbIJIOK) MOXET MCNoJb30BaTbCA OAHOPa3oBoe 060pynoBaHWE U Martepuasibl, ecnu
OHW aHasIoTNYHbl NO TEXHUYECKUM XapakKTepucTukam, noaxomsat ANA UCMNOSb30BaHWA B MUKPOOGMOMIOTUN U He
cogepxart BellecTs, NOAaBAAOWMNX POCT MUKPOOPTraHU3MOB.

6 OT6op M noAroToBKa Npo6 A UCMNbITaHUS

6.1 Ona uvcnblTaHus oT6MpaloT Npobbl /IEKAPCTBEHHOIO CPEACTBAa B KOMMYECTBE, YKA3aHHOM B
Tabnuue 1, ecnM HeT ApYrMX YyKasaHWil B HOPMATMBHOM [OKYMEHTE Ha KOHKPETHOe JieKapCTBEHHOE
CPeAcCTBoO.

Ta6nuua 1 - KonuyecTBo 06pasyoB (amnyn, ¢1akoHOB) A8 NPOBeAeHVs aHanv3a OoT cepuu
UCCrelyeMoro /eKapCTBEHHOMO CpeacTBa

KonunyecTtBo eauHuUL, Ansi NpoBefeHnsl aHannsa, He
KonuuectBo eauHUL, B cepum

MeHee
He 6onee 100 10 % wnun 4 wrt. (6epyT HanbosbLiee)
Ot 100 go 500 10 wr.

Bonee 500 2 % vnnn 20 wrt. (6epyT HauMeHbLUee)

Mpy BCKPbITUM NPO6bLI He A0MycKalT ero KoOHTaMWHauuil MUKpPOOpraHu3sMamu, KoTopble MOryT
HaxogMTbCA Ha €ro BHelWHeli noBepxHOoCTW. Amnynbl U Npobkn pnakoHoB npotupalT 70 %-HbiM
PeKTUNKOBAHHbIM 3TUI0BLIM CMMPTOM U h1amobupytoT.

6.2 Tpo6bl CyxXMX fieKapCTBEHHbIX CPEACTB NpeABapuUTesibHO pa3BoAAT CTepPU/bHbIM pacTBOpUTEieM
(0,9 %-HbIM M30TOHMYECKMM PaCTBOPOM X/I0puga HaTpus WinM AUCTUASIMPOBAHHOI BOAOW, €C/AM He yKa3aHo
[Apyroro B HOPMaTMBHOM [OKYMEHTEe Ha KOHKPETHOe fiekapCTBEHHOEe CPeACcTBO) A0 NepPBOHAYaNbHOIO 06beMa,
yKa3aHHOro Ha aTuKeTKe.

6.3 BbiCeB XUAKUX NEKAPCTBEHHbIX CPEACTB NMPOBOAAT HEMOCPEACTBEHHO M3 KaXaoro iakoHa wam
amnyssl.
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6.4 Ons noceBa Ha Kaxaylo nuTaTesibHyl0 cpedy MCMoMb3ylT KO/IMYECcTBO Ucc/ieayemoit
npuesefeHHoe B Tabnuue 2, ecnu HeT APYrMX ykKasaHuli B HOPMaTMBHOM [IOKYMEHTE Ha KOHKpeTHoe

JieKkapCTBeHHOE CpeacTBo.

Ta6nuua 2- MuUHMMaNbHOE KO/IMYECTBO MPoGLI ANS MOoceBa Ha nMuTaTeslbHble cpeabl

KonnyecTBo /iekapCTBEHHOIO CpeAcTBa B YMNakoBKe, KonnuecTtBo npobesl
cm3 Ana noceea, cm3

MeHee 1 Becb 06bem

1-4 12 copgepxnmoro, Ho He MeHee 1

5-19 2

20-100 2-4

Bonee 100 10

MpnmevyaHune - O6bEM nNUTaTeNbHON cpegbl Ansi noceBa AosmkeH B 10 pa3 npeBbiwaTb

06bem npobobl.

7 TloarotoBKa K UCNbITaHUIO

7.1 MopgrotoBka nabopaTtopHOW nocyabl

7.1.1 HoByl CTek/IsiHHYI0 NnabopaTopHyl nocyay KAMATAT B TeyeHue 15 MWH B AUCTWUINIMPOBAHHOWN
BOAE, MOAKWC/IEHHON pacTBOPOM COJISHOW KWUCMOTbI, 3aTeM MpOMbIBAOT BOAOMPOBOAHON BOAOW U MOKOT
€epwomM B MbIIbHO-COAOBOM pacTtsope no 7.3.2. [llocne 3Toro nocyay TwartefibHO MNPOMbIBAKOT CHavana
BOZOMNPOBOAHOM BOAOW, a 3aTem TpW pasa AUCTUINUPOBAHHON BOAON, BbICYLUMBAKOT U CTEPUINIYIOT.

7.1.2 CTepununsytoT nocyay B aBToknase npu 0,15 MlMa B TeyeHne 60 MUH MAWN CYLWINIBHOM LUKagy
npu Temnepatype (170 £ 5) °C B TeyeHne 120 MuH.

7.2 TMoprotoBka 60Kca

7.2.1 ExepgHeBHO GOKC M NpeAbOKCHUK noABeprarT TwartenbHon ybopke u gesmHpekunmn 3 %-HbiM
pacTBOpOM Mepekucu BOAOPOAA WM APYTMMU CPeACTBaMU aHasIoTM4yHOro AeicTBuMs € cobnogeHnem
TpeboBaHWUA TEXHNKM 6e30NacHOCTU.

Hopma pacxoga pesuHdumumpytowero pacteopa 7-100 cm3mM2 npyu BnaxHoli ybopke. Pactsop
rOTOBAT HEMNOCPEACTBEHHO Nepes NpUMeHeHNeM.

7.2.2 fonyckaeTca Aae3nHduumpoBaTb BGOKC ropsyMm Mbl/IbHO-COA4O0BLIM PacTBOPOM TeMMepaTtypoi
50 °C — 60 °C no 7.6.2 wam aHTucentosioMm no 7.3.1. B kaxagom OOKCe [0/DKHbI OblTb YCTaHOB/IEHbI
b6akTepuungHole namnsl M3 pacyeta 2,0 - 2,5 B Ha 1 M3 Jlamnbl pa3meLlaloT Ha NOTOJIKE M Ha cTeHax. bokc
o6nyyaloT A0 Havana npoBefeHus ucnbiTaHusa B TedeHume 1,5 - 2,0 u. Bo Bpems NpoBeAeHUs UCMNbITaHWsA
namnbl JO/DKHbI OblTh BbIK/IHOYEHBI.

7.2.3 4YucTtoTy BO34yxa B 0OOKCe TMpPOBEPAT OAMH pa3 B HeJeso, WCNoAb3ya annaparbl,
npegHasHavyeHHble ANns 3TUX uenein (annapat KpoToBa M Ap.) WanM METOAOM 3KCMo3vumu 4vawek lMeTpu ¢
TBEPAbIMM nuTaTenbHbiMKU cpegamun (MMA, MIB, cpega Cabypo) ¢ nocrnegyowmnm KysibTUBUPOBaHNUEM B
TepmocTaTe npu Temnepartype (37 + 1) °C B TedeHune (24 = 2) 4 1 onpefesieHNEM KOSiMyecTBa BbIPOCLUNX
KOSIOHWIA 1 BWAOBOW MPUHAANEXHOCTM MUKPOOPraHM3MoB (CeAVMEHTaUNOHHbI MEeTOA).

7.2.4 [onyckaeTca  NpUMeHATb  ApyrMe  MeToAbl  MpOBEepkM  06CEeMEeHEeHHOCTM  BOo3fyxa
MUKpOOpraHMaMamu, Hanpumep acnupaluoHHbIi MeTof, npefcTaBNsAlLWmniA coboil muccnepoBaHve npob
Bo3gyxa obbemom a0 100 M3 nocpefAcTBOM MNpocacbiBaHMSA BO3gyxa 4epes uNbTpbl C NOCAEAYHLNM
BblAeneHnemM 1 BbICEBOM MWKPOOPraHW3mMoB Mo 7.2.3.

7.2.5 [onyckaeTca Hanuume He 6o0siee Tpex KOMOHMIA Ha udawke [leTpu npu wmccnepoBaHuu
cefMeHTaUnoHHbIM MeToAoM U He 6onee 500 KOE/M3npu nccnegosaHuy acnvpauuoHHbIM MeTogoM. Mpu
NPeBbILEHUN yKa3aHHbIX 3HayeHuii obcemMeHeHHOCTU BO3ayxa B 6okce paboTy npekpawarT M NpoBoAAT
KOMMEKC  CaHUTapHO-TUIMEHUYECKUX  MEPONPUATUIA € nocneayLwmm KOHTPONEM  MWKPOOGHOL
obcemMeHeHHOCTU BO3Ayxa.

7.3 TlpurotoBrieHMEe aHTUCENTNYECKUX PACTBOPOB

7.3.1 MNMpurotosneHne pacTeopa aHTUCeNnTona

[na npurotoBneHns pacteBopa aHTMCenTona 6epyT PacTBOP X/IOPHOIN M3BECTM MaccoBoi goneii 50 %
M pacTBOp Ka/bUMHMPOBAHHOW coOAbl MaccoBoW poneii 5 %, cnvMBalT B paBHbIX ObbemMax U nepep,
npuMmeHeHnemMm pas3basnsaloT BOLONPOBOAHON BOAOW B COOTHOLWeEHMM 1:50.

7.3.2 MNMpurotosBneHne MblJIbHO-COAO0OBOIoO pacTeopa

[na npurotoBneHns Mbl/ibHO-COA40BOrO pactsopa 6epyT 10 r coabl, 10 r cTMpasibHOro nopollka n 5
CM3 HallaTbIpHOrO CNUpTa, pacTeopsioT B 1 4AM3BOAONPOBOAHON BOAbI.

npoobl,
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7.4 O6wme TpeboBaHUs, NPeabABSEMbIE K MPUTOTOB/EHNIO N XPAHEHNIO NUTaTENbHbIX Cpes

74.1 O6wue pykoBogsALWMe YyKasaHWA Mo obecneyeHMo KavecTBa TMPUrOTOBJIEHUA, a Takke
NCNbITAHWUIO MUKPOBMOIOrMYECKUX KPUTEPUEB KayecTBa, POCTOBLIX U CENEeKTUBHbIX CBOWCTB MUTaTe/bHbIX
cpef - no NOCT ISO 11133-1 n FOCT ISO 11133-2.

7.4.2 TOoTOBUTb NUTaTefNbHblE CpeAbl cnefyeT CTPOro NpUAepXuBascb NPUBEAEHHOW peuenTypsbl, a
cyxue nuTaTefibHble cpefbl - COI/laCHO WHCTPYKUMM MO MNPUMEHEHUI0 OpraHn3aunn-npou3BoauTeNS.
Heobxoaumblii pH nuTaTenbHbIX cpes yctaHaBnusatloT npu Temnepatype (25 + 2)°C. Cpefbl CTEPUAN3YIOT B
aBTok/aBe B TeueHve 15 mMuH npu TemnepaTtype 121 °C, ecnu HeT APYrMX yKasaHWil B HOPMaTUBHOM
OOKYMEHTE Ha KOHKpPeTHOe NieKkapCTBEHHOEe CPeacTBo.

7.4.3 locne ctepunmMsaunm He MeHee 5 % nNpo6GMPOK MAM YalleK OT KakAoW napTum nuTaTesibHOW
cpefbl NOMeLaT B TepMOCTaT U MHKYOMPYIOT B TedeHre 14 cyT, napassiesibHO C MOCEBOM Ha CTEPUSIbHOCTb.

7.5 MNpuroToBieHNe NUTaTesbHbIX cpes

7.5.1 lNMpurotosneHne cMmecr BUTaMNHOB

[na npurotoBneHus cmecu BUTamuHoB 6epyT 100 mMr 6uotmHa, 100 Mr naHToTeHaTa kasnbuumsa, 100
Mr xaopuaa xonumHa, 100 mr dponmeBoil kucnotbl, 200 mr i-HO3uTa, 100 Mr HukoTMHamuga, 100 mr
rmgpoxnopuga nupuaokcuHa, 10 wmr pubochnasmHa, 100 Mr rugpoxsopuga TuamuHa, CMeluBalT B
CTEPW/bHbIX YCNOBUAX 1 AOBOAAT 06BbEM pacTBOpa CTEPU/IbHOW AMCTUANMPOBaHHON Bogolk Ao 1000 cm3
[0TOBYIO CMeCb CTepu/n3yloT asToknasuposaHnem B TedyeHne 10-15 muH npu 110 °C. Vicnonb3yeTcsa Kak
KOMMOHEHT Mpu NpUroTosneHnn cpeabl dpes.

CpOK XpaHeHnss cMecn BUTaMWHOB B 3allMLLEHHOM OT CBeTa MecTe Mpy KOMHAaTHOI Temnepartype -
He 6onee 1 mec.

7.5.2 MNMpurotoBneHne ByfibOHa 3KCTPaKTa roBsHXXbEro cepAua

[na npurotoBneHna 6ynbOHa 3KCTpakTa roBsXbero cepgua cmewmsaloT 500 r roBsxbero cepgua,
10 r pepMeHTaTMBHOIO NenToHa, 5 r xsiopuaa Hatpus, 4OBOAAT 06beM pacTBopa AUCTUNIMPOBaHHONM BOAOWA
40 1000 cM3, cTepnnn3yloT aBTokN1aBupoBaHMem B TedyeHne 15 MuH npu Temnepatype 121 °C u ounbTpyoT
yepes BaTHO-Map/eBblit huAbTP. MIcnonb3yeTcs kak KOMNOHEHT ANS NPUroTOBNEHUSA cpeabl Xelidnumka.

7.5.3 MpurotosrieHne cbaslaHCMPOBaHHOIO COIEBOIO pPacTBopa X3aHkca (MogndULMpOBaHHOrO)

Ans npurotoBneHus cbanaHCMpoOBaHHOIO MOAUMULMPOBAHHOTO COMEBOr0 pacTBopa XaHkca b6epyT
6,4 1 xnopuga Hatpusa, 0,32 r xnopuga kanusa, 0,08 r cynbpata marHusa, 0,08 r xnopuga mardusa, 0,112 r
6e3BogHOr0 xnaopuga kanbuusa, 0,0596 r rugpodpochat aurmgpata Hatpus, 0,0048 r 6e3BOAHOrO
aurngpodochara kanma n 4oBOAAT 06bEM pacTBopa ANCTUNINPOBaHHONM BOAoM Ao 800 cm3

CTepununsytoT MeTo40M MeMOPaHHON hunbTpaumm, U3NoXeHHbIM B pasgene 9.

Mcnonb3yeTcs kak KOMMNOHEHT 419 NPUroTOB/IEHNA cpefbl dpuca.

7.5.4 NpuroTtoBrieHne By/ibOHa U3 3KCTPakTa cepgla u MO3roB

[na npurotosneHma 6ysibOHa M3 aKCTpakTa cepgua u mosroB 6epyT 200 r akcTpakTa Mo3ra TesieHkKa,
250 r aKkcTpakTa roBskbero cepgua, 10 r dpepmeHTaTMBHOrO MenToHa, 2 I MoHormgparta rKosbl, 5 T
xnopuga Hatpus, 2,5 r 6e3BoAHOr0 rugpodocgara HaTpus 1 4OBOASAT 06BbEM pacTBopa AUCTUANMPOBAHHON
Bogon go 1000 cm3. CTepunu3yloT aBTOKNaBMpOBaHMEM B TeyeHne 15 MuH npu TemnepaTtype 121 °C u
hunbTpyOT Yepes BaTHO-Map/ieBbIli UILTP.

Mcnonb3yeTca ona npuroTosrieHns cpegbl dpuca.

7.5.5 MNpurotoBneHne 6ynboHa PPLO

Ona npurotoBneHuss 6ynboHa PPLO 6epyt 50 r 3kcTpakta roBsbkbero cepgua, 10 r
hepMeHTaTMBHOIO NenToHa, 5 r xJiopuaa HaTpus 1 4OBOAAT 06bEM pacTBopa AUCTUINMPOBAHHON BOAOW A0
1000 cm3. CTepunusyloT aBTOK/1laBMpoOBaHnemM B TeyeHue 15 MuH npu Temnepatype 121 °C u cdmnbTpytoT
yepes BaTHO-MapeBbI punbTp.

Wcnonb3yeTca ona npuroTossieHns cpegbl ®puca.

7.5.6 MpurotoBneHNe XNOKO TUOTNINKOIEBOW cpefbl

[Nns npuroToBneHUs XWAKOW Tuornvkonesol cpegbl 6epyt 0,50 - 0,75 r L-uncrenHa, 0,75 r
rpaHyIMpoBaHHOro arapa MaccoBoli gonen Bnarn He 6onee 15 %, 2,5 r xsopuga Hatpus, 5,0 r moHormgpata
rnoKo3bl, 5,0 1 BOAOPacTBOPMMOro APOXXKEBOro akcTpakrta, 15,0 r naHkpeaTnyeckoro rmgponmsara KasewHa,
TUOrNKONEBOWM KMcNoThbl, 0,3 cm3 uam TuornmkonaTta Hatpus, 0,5 - 0,75 cm3, goBoAAT ob6bem pacTBopa
AucTunanpoBaHHol Bogoi Ao 1000 cM3u HarpeBalT A0 MOSIHOTO pacTBopeHus. 3atem gobasnsaoT 1,0 cm3
CBEXEeNnpuroToB/IEHHOrO pacteopa pesasypuHa Hatpusa (1 : 1000), nepemelwmsaloT U passiMBatoT B NPOOGUPKM
cooTBeTCTBYlOWEro o6bema. Cpegy aBTOKIaBUPYOT Npu Temnepartype 121 °C B TedeHue 15 muH, pH cpefabl
nocne crepunusauum (7,0 £ 0,2).

7.5.7 NpuroToBieHNEe XUAKOW COeBO-Ka3enHOBOI cpedbl

[Ana  npurotoBNeHUs XWAKOW COeBO-ka3euHoBOW cpedbl 6epyT 17,0 1 naHKpeaTMyeckoro
rmaponusata kaseumHa, 3,0 r rugponmsaTta coeBoit Myku, 5,0 r xnopmuga Hatpus, 2,5 r xaopuga kanms, 2,5 1
kanus docdarta ABy3amelleHHoro, 2,5 r riko3bl, 4OBOAAT 06bEM pacTBopa AUCTUNNMPOBAHHON BOAON A0

6
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1000 cm3 ¥ HarpeBalOT [0 MNOJSIHOTO pacTBopeHus. OxnaxgalT [0 KOMHATHOW Temnepartypbl. Ecnau
TpebyeTtcs, fgobasnsawoT 1 Monb/AmM3 pacTBOp eAkoro Hatpa, yYtobbl pH nocne ctepunusauyumn 6ein 7,3 + 0,2.
®unbTpyIOT AN NOSyYEeHUS NpOo3pavyHOi cpefbl, pasnueatoT No nNpobupkam W CTEPUNIN3YIOT B aBTOK/1aBe
npu Temnepartype 121 °C B TeyeHne 15 MuH.

[na nonyyeHusa arapn3oBaHHON NUTaTeNbHOW cpefbl K NPUroTOBIEHHOW XUAKON COeBO-Ka3euHOBOW
cpege pobasnsatoTt 10 - 20 r arapa.

7.5.8 MpurotoBeHne xunakon cpeabl Cabypo

[na npurotoBneHus xuakoii cpeabl Cabypo B 1000 cM3 AUCTUANMPOBAHHON BoAbl Aob6asnsoT 10 r
CyXoro pepmeHTaTUBHOIO MENTOHAa, KUMATAT B TeyeHue 10 mMuH, dunbTpyloT, npubasnsawT 40 1
FNII0KO3bl, yCTaHaBAMBAKOT CONSAHOW KMCMOTON MaccoBoW goneid 1 % - 2 % pH (5,6 £ 0,2), pa3nvBaioT B
cTepu/ibHble NPOBUPKM U CTEPUNU3YIOT aBTOKNaBMpoBaHuem npu Temnepatype 121 °C B TedyeHne 15 MuH.

[na nonyyeHma arapu3oBaHHOW nNUTaTesibHOM cpegbl K NPUrOTOB/IEHHON Xuakoli cpege Cabypo
pob6asnsatot 10 - 20 r arapa.

7.5.9 MpuroToBreHne cpeabl Xendpnnka

7.5.9.1 Ana npurotoBneHusa Xugkon cpefdbl Xelhdnanmka roToBAT OCHOBY cpedbl: 6epyTt 90,0 cm3
O6y/nbOHa M3 3KCTpakTa roBshxbero cepgua, 10,0 cM34pOXOKEBOro 3KcTpakTa KoHueHTpaumeit 250 r/gm3, 5,0
cm3 pacTBopa (PEeHO/I0BOr0 KpacHOro koHueHTpauumein 0,6 r/gm3, [OBOAAT A0 KMMEHUS U KUNATAT B TeYeHue
10 muH. Cpepfy CcTepunu3yoT aBToK/1aBupoBaHmem npu temnepartype 121 °C B TeyeHue 15 MuH.

7.5.9.2 3aTem OCHOBY cpefbl oxnaxaatloT fo Temnepatypbl 40 0C - 45 °C u gob6asnstwT 20,0 cm3
CTEpPW/IbHOI NOWAa[NHON CbIBOPOTKM, HE MOABEPrHYyTON HarpeBy W MPOBEPEHHOW Ha KOHTaMUHaLWKO
mMukonnasmamu, 1,20 cM3 CcTepuabHOrO pacTBopa [e30KCUPUOOHYKIEMHOBOW KUCNOTbl KOHLUEeHTpauuein 2
r/om3um 0,25 cmM3neHnumnanHa ¢ cogepxaHvem nennuuanuda 20000 ME/cm3. 3HayeHune pH gosogAaTt go 7,8
pacTBOPOM €e/KOro HaTpa MaccoBOl KoHUeHTpauuein 10 %. Cpefly He CTEpUNU3YIOT.

7.5.9.3 [ns npurotoBneHWs TBepAoOl cpedbl K OCHOBE XXuAkol cpedbl Xehdivka no 7.5.9.1
[06aBNAT arap B KOHUeHTpauuun 15 r/gm3, cTepnnmn3yoT aBTok/1aBMpoBaHnemM npu temnepatype 121 °C B
TeyeHune 15 MuH, oxnaxgatT 4o TemnepaTypbl 40 0C - 45 °C, a 3ateM f06aBAAT KOMMNOHEHTHLI Mo 7.5.9.2.

7.5.10 lMpuroTtoBneHne cpeabl dpesd

Cpepa pekomeHayetcs ansa obHapyxeHus Mycoplasma Synovviae.

[na npurotoBneHunsa xuakoh cpeabl ®pes cmewwnsaT 90,0 cM36ybOHA U3 3KCTPaKTa roBSHXKbEro
cepaua, 2,0 cm3 pacTBopa MoHormgpaTa r/10Ko3bl KOHUeHTpauuein 500 r/gm3, 12,0 cM3 CBUHOI CbIBOPOTKY,
MHaKTMBMpPOBaHHOM nNpn 56 °C B TeueHme 30 MuH, 5,0 cM3 pacTBopa PeHOMOBOIO0 KPacHOro KOHUEeHTpaumen
0,6 r/am3, CTepnnun3yloT aBTok1aBnupoBaHuemM npu Temnepartype 121 °C B TeueHue 15 MuH, oxnaxpawT A0
Temnepatypbl 40 0C - 45 °C, a 3atem pgobasnsawT 0,25 cm3 neHuymnnmHa (20000 ME/cm3), 0,025 cm3
cmecu ButammHoB no 7.5.1, 1,0 cm3pacTtBopa (3-HukoTMHamMngageHnHanHykneotga KoHueHTpaumeid 10 r/cm3
n 1,0 cm3 pacTBopa UUCTEMHA rMapoxnopuaa KoHueHTpaumeld 10 r/gm3. 3HavyeHune pH cpeabl goBoasaT ao 7,8
fob6aBneHneM pacTBopa efKoro HaTpa MaccoBOW KoHueHTpauuei 10 %.

[ns npurotoBneHus TBepaoi cpeabl ®pes cmewmsaoT 90,0 cM36y/IbOHA M3 IKCTPAKTa FOBSHKLETO
cepaua, 2,0 cm3 pacTBopa MOHOrmgpata r/toKo3bl KoHueHTpauyueir 500 r/am3 12,0 cM3 CBMHOI CbIBOPOTKM,
MHaKTUBMpoBaHHoOi npu 56 °C B TeyeHne 30 muH, 5,0 cm3 pacTBopa (©heHON0BOI0 KPacHOro KOHLUEeHTpaumen
0,6 r/am3, 1,4 r oumweHHOro arapa, 3HayeHve pH gosoaAT Ao 7,8, CTepuUNM3ylOT aBTOKNaBMpPOBaHWEM MNpU
Temnepatype 121 °C B TeyeHne 15 MuH, 3aTteM oxsaxgaloT go Temnepatypbl 40 0C - 45 °C u gobaBnsioT
0,25 c¢m3 neHuyunvHa (20000 ME/cmd, 0,025 cm3 cmecu ButammHoB, 1,0 cm3 pactBopa p-
HvkoTMHaMngageHHANHYKNeoTAa KoHueHTpaumein 10 r/cm3un 1,0 cm3 pacTBopa LMCTEMHA ruapoxsopuia
KOHUeHTpauymeli 10 r/am3.

7.5.11 MpuroTtoBneHne cpeabl Ppuca

Cpefa pekomeHayeTca ANA 0OGHapy>XeHUs MuKonaasM, KpoMe NTUYLKX.

Ona  npurotoBneHus  xuakolhi  cpegbl  ®dpuca  G6epyt 800 cm3 cbGanaHCUpOBaHHOIO
MOAMULMPOBAHHOIO COMEBOr0 pactesopa XeHkca, 67 cM3 AncTunnupoBaHHoi Boabl, 135 cm3akcTpakTa v3
cepaua n mosros, 248 cm3 6ynboHa PPLO, 60 cmM34poXx>KeBOro akcTpakta KoHueHTpaumein 170 r/gm3, 250
Mmr 6auuTtpaumHa, 250 mMr metuymnnumHa, 4,5 cm3 PeHON0BOr0 KpacHoro KoHueHTpauweih 5 r/igm3. Cpegy
CTEpUIN3YIOT aBTOKNaBMpoBaHeM npu Temnepatype 121 °C B TeyeHune 15 MuH, 3aTeM oxsiaxgarT A0
Temnepatypbl 40 0C - 45 °C, 3HauyeHue pH pgosogsat go 7,40 - 7,45 v fob6aBnsaioT cTepunbHO 165 cm3
NoWaanHoON CbiIBOPOTKM, 165 CM3CBUHOI CbIBOPOTKM, MPOBEPEHHbLIX HA KOHTaAMWHALMI0 MUKOMIasMamu.

Ona npurotoBneHuns TBepaolii cpeabl ®puca cmewwmawT 800 cm3 cbanaHCUpPOBaAHHOIO
MOANIMLUMPOBAHHOIO CONMEBOr0 pactBopa XeHkca, 200 mr DEAE - pekctpaHa u 15,65 Mr o4nuieHHOro
arapa. onyyeHHy0 cMecb CTEpPUIN3YIOT aBTOK/aBnpoBaHnemM B TeyeHue 15 MuH npum temnepatype 121 °C
n pobasnaT K 1740 cm3xnakoii cpeabl ®puca.

7.6 YcnoBuA XpaHeHUa nutaTtesibHbIX Cpes,

7.6.1 Cpoku 1 ycnoBus xpaHeHus KynbTypasbHbiX cpes - no [OCT ISO 11133-1.
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7.6.2 XXnpgkue nutatesibHble cpefbl MPOMBbILWIEHHOrO MPOM3BOACTBA, FOTOBble K ynoTpebsieHuto,
XPaHAT B NSIOTHO YKYMOPEHHbIX CoCcyAax Mpu YCNOBUM COXPAHEHUS WX CTEPUIbHOCTU M POCTOBbLIX CBOWCTB B
TeyeHne cpoka rogHoCTW, yKa3aHHOro nNpou3BoAnTenem.

7.6.3 Cyxue nutaTesibHble cpefbl NPOMBbILIIEHHOTO NPOM3BOACTBA XPAHAT B CyXOM, 3aliULieHHOM
OT cBeTa MecTe B COOTBETCTBUWM C MHCTPYKUMel npousBoauTens. [locne BCKPbITUSA YNakoBKM HEO6X0AUMO
HanucaTb JaTy BCKPbITUA W fasiee XpaHWTb NPy KOMHATHOM TeMnepaTtype A0 OKOHYaHWsi cpoka rogHocTu. Mo
NCTEYEHUN CPOKa roHOCTU, YKa3aHHOro Npou3BOAMUTESIEM, CPefbl YHUUTOXAOT.

7.6.4 MNpuroToBneHHbIEe U3 CyXUX CMeceil U pasnuTble BO (/1aKOHbl NMUTaTesibHble Cpefbl XPaHAT B
TeyeHne 1 mec Npu KOMHaTHON TemnepaTtype unu 3 mec npu Temnepatype ot 2 °C go 8 °C. CpokK rogHocCTu
nutartesibHbIX cpen, pasnTbiX B Yalwku MeTpu, coctasngeT 7 cyT npu Temnepatype 2 °C go 8 °C.

7.6.5 Ecnn npu xpaHeHUu TWUOTNUKONEBOW cpefbl, copepxXalleil pesasypuH, BEpPXHUiA crnoii cpeppbl
(6onee 1/3 obbema) OKpacuTcsi B pO30BbIA LBET, TO CpeAy MOXHO pereHepupoBaTb HarpeBaHMEM Ha
kunswein BogsHol 6aHe B TeuyeHne 10-15 MWH OO UCYE3HOBEHWS PO30BOI OKpPAckM C MNOCEAYHLUM
6bICTPbIM OXNaxaeHueM. Ecnm okpacka He ucyesaeT Mocse HarpesaHus, TO cpefy CUMTalT He MPUrofHON K
ynotpebneHunto. PereHepaumnio cpefbl MOXHO NMPOBOAUTL TOMLKO OAUH pas.

7.7 OnpegeneHne pocToBbIX CBOWCTB NUTaTe/IbHbIX Cpeq,

7.7.1 OnpegeneHne pocTOBbIX CBOWNCTB MPOBOAAT ANS KaXAO0M NnapTuM KOMMEpYECcKoin cpenbl (Cyxoi
M rOTOBOW K MCNONb30BaHUIO), & Takke ANS KakAOoN napTuu cpefbl, U3roTOBIEHHOW B nabopaTopuu.

7.7.2 Tlpn umcnblITaHUX POCTOBbLIX CBOWCTB NUTATENbHbIX Cpehd, WCNOoNb3yemblX A/ OnpeaesieHus
GakTepuii un rpubos, B ABe MNPOGUPKM CO CPefoli BHOCAT Ky/nbTypy TecT-liTamma, Kaxaoro OTAeNbHO,
cornacHo tabnuue 3 B kosimyectee 10-100 KOE.

Ta6nuua 3 - TecT-MUKPOOPraHM3Mbl A5 NPOBEPKM POCTOBLIX CBOWCTB NUTATEsIbHLIX Cpea,
Ncnosib3yemsbix Ana onpegeneHns 6aktepuia, rpubos 1 MUKONIa3m
TecT-KynbTypbl

Ycnosus nHkybaumu

MutaTens MUKpPOOPraHM3moB
Hble Cpok
cpefbl Bupg, Ltamm Temnepatypa, °C  uHky6ay,
uy, cyT
Xnpgkasn A3po6Hble 6akTepuu:
TUOI/INKON Bacillus subtilis ATCC 6633 32542 5 3
eBas Staphylcoccus aureus ATCC 6538-P e
cpega Pseudomonas aeruginosa ATCC 9027
AHaspobHble BakTepuu:
Clostridium sporogenes N'MCK 272 32,5%2,5 3
>Xupgkasa
COeBO-
Kase- punbbI:
MHoBas Candida albicans NCTC 885-653 22,5%2,5 5
cpega Aspergillus niger ATCC 9642
Cpepa
Cabypo
Mutaten Mwukonnasmbl:
bHble Acholeplasma laidlawii NCTC 10116, ATCC 23206
cpeapl Mycoplasma gallisepticum NCTC 10115, 19610
ans ATCC 10130 37+ 1 2
BbIsIB/IEHU Mycoplasma hyorhinis NCTC 23714
A Mycoplasma orale NCTC 10112, ATCC 25204
MuKonnas Mycoplasma synoviae NCTC 10124, ATCC
M

MpnmeyvyaHuna

1 ATCC - AMepuKaHcKas Koekumsa TUnoBbIX KynbTyp, CLUA.

2 TWCK - TocypapCTBeHHas KOJIIEKUMA naTtoreHHbiXx MukpoopraHuamos [TMCK um. J1.A.
TapaceBuya, Poccus.

3 NCTC - HauuoHasibHas Konnekumsa TUNoBbIX Ky/bTyp.

NHKyGUpYIOT B COOTBETCTBMMU C YC/IOBUAMMU, ONMCAHHbIMKU B Tabnuue 3. Ecnv B TeYeHUe BpeMEHU
MHKy6auuM B cpefax BM3yaslbHO OTMeuyalT pocT  TecT-WTaMMa MUKPOOpraHu3Ma, cpeay cuuTailoT
npuUroaHoli Ana Ucnonb3oBaHus.
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7.7.3 Mpn npoBefeHMM WCMbITAHWIA Ha POCTOBbIE CBOMCTBa NUTATE/IbHbIX Cpef, AN1A onpefesieHus
MuKoMn/a3m B OMOMOrMYEeckMx npenapaTax WCNoNb3ywT N0 KpaliHeid Mepe OAWH M3 BUAOB MUKOMAA3M,
yKasaHHbIX B Tabnuvue 3. MNpy 3TOM YyYMTbIBAIOT Lle/IeBOE Ha3HayeHne TecT-KynbTyp:

- Acholeplasma laidlawii NCTC 10116, ATCC 23206 (BakuyuHbl ANs BETEPUHAPHOrO MPUMEHEHMUS, B
NPOV3BOACTBE KOTOPbIX UCMNOMb3YIOT aHTUBUOTUKN);

- Mycoplasma gallisepticum NCTC 10115, ATCC 19610 (B cnyvasix, Korga npv npou3BOACTBE
BaKLUMH MCMOMb3YKTCA Marepuasbl, UMeKLWme NTUYbe NPOUCXOXAEHNE WNWN ANA BaKUWH, MPUMEHSEMbIX B
NTULEBOACTBE);

- Mycoplasma hyorhinis NCTC 10130, ATCC 17981 (BakuVHbl O/19 BETEPUHAPHOro MpPUMeEHEeHUs,
Kpome NTUYbKX);

- Mycoplasma orale NCTC 10112, ATCC 23714 (BakuuHbl 419 BETEPUHAPHOrO NPUMEHEHNUS);

- Mycoplasma synoviae NCTC 10124, ATCC 25204 (B cny4yasx, Korga Ans npou3BOACTBa BakLUH
NCMO/Mb3YHTCA Martepuasbl, UMelLwmne MNTuybe MNPOUCXOXKAEHNEe WNn ANA  BakuuH, MPUMEHSEMbIX B
NTULEBOACTBE).

7.7.4 Bbi6bpaHHble nuTaTesibHble cpeibl A9 MUKOMNIasMm 3aceBaldT COOTBETCTBYHOLMMM TecT-
MUKpoopraHmamamu. Ha yvawky MeTpu ¢ TBepAoi nuTatenbHol cpefoli unv dnakoH BMecTuMocTbio 100
CM3, coepXalinii XUAKyH nutatesibHyl cpegy, BHOCAT He 6osee 100 KOE TecT-mukpoopraHusma. [ns
KaXx[oro Bumga MMKpoopraHuama WMCnosib3ylT OTAesibHble Yalkv n donakoHbl. XXugkue cpefbl MHKYOMpyoT
npu Temnepartype ot 36 °C o 38 °C; TBepAble cpefbl WHKYOUPYIOT B MUKPOA3pOMUbHbLIX YCNOBUAX (B
atmocchepe asota, cofepxawero 5 % - 10 % guokcuga yrnepoga) npu Temnepatype ot 36 °C go 38 °C.
Mocne wHKy6auum npoBoAAT nepeceBbl No 0,2 cM3 XWAKOM cpefbl Ha TBepAyl cpefy Ha cefbMOl,
yeTblpHaguaTtblli 1 ABajuaTbli AeHb. TBepgas cpefa BblAepXMBAET WCMbITaHue, ecnu Habnwgaetcs
afeKkBaTHbIi POCT KaxAoro TecT-MukpoopraHusMa. XXugkas cpefa BblaepXuBaeT uChbiTaHue, ecnu
HabnogaeTca afekBaTHbIi POCT MepecesHHOro C Hee TecT-MUKpOoOpraHu3ma Ha vallkax lleTpu ¢ TBepaoii
nuTaTeENbLHON Cpeaoii.

7.7.5 TlwutatenbHble cpeabl AO/MKHbI o0becneyMBatb POCT  MUKPOOPraHW3MOB-KOHTAMWHAHTOB
6uonornyecknx npenapartos.

7.7.6 ToToBble NUTaTeNbHbIE CpeAbl, MPOBEPEHHbIE HA POCTOBbIE CBONCTBA, pas3nmBaloT Mo 6 - 8
cM3 (aNns onpefeneHns aHaspobHbIX MUKpoopraHnamos no 10-12 cm3 B nNpobupkn m no 50 - 60 cm3 BO
hnakoHbl BMecTuMocTbio 100 cm3

8 MNpoBeaeHne UcnblTaHUs

8.1 lNpoBeaeHVe NCNbITAHUA Ha CTEPU/IBHOCTb UHAKTUBUPOBAaHHbIX J1IEKAPCTBEHHbIX CPeACcTB
C MCMOJ/Ib30BaHMEM TUOT/IMKO/IEBOW cpeapl

8.1.1 W3 kaxpgoro dhnakoHa (amnysibl) /IeKApPCTBEHHOIO CpPefCcTBa MPOBOAAT MOCEB B KOMNYECTBe,
npvBeAeHHOM B Tabnvue 2, B TpuM NPo6GMpKM C TUOMUKOEBOIN Cpepoi, Tpu NPOBUMPKU C XMAKON cpepnoi
Cabypo 1 Tpu NpoOBUPKM C COEBO-KA3EMHOBOI Cpeaoii.

MoceBbl Ha XWAKOW TUOMNMKONEBON cpefe WHKYOupylT npu Temnepatype (32,5 + 2,5) °C, a Ha
Xnakoh cpepe Cabypo M XKMOKOW COeBO-Ka3ewHOBOW cpefde (HesaBWcMMO OT MeToda nocesa) npu
Temnepatype (22,5 + 2,5) °C. Cpok nHKybrpoBaHusa - 14 cyT. [oceBbl NepUoAMYEecKkn NpocMaTpusBatoT.

8.1.2 Hanunune pocta MUKPOOPraHM3MOB ONpenensatoT Bu3yasbHo. Ecnn B npouecce MHKYO6MpoBaHUSA
noceBOB uccnegyemas npoba Bbi3blBaeT NOMYTHEHWE NUTaTeNIbHOW cpefbl, Yepe3 5 -7 cyT nocne Havana
UCMbITaHUS He MeHee 1 cmM3MNOMyTHEBLLER cpefbl NePeHOCAT B BE MPOOMPKM C TOW Xe CTepusibHOl cpenoii.
VIHKyOGUMpYyIOT MCXO4HbIe MOCEBLI U NepeceBbl B TeyeHun (14 + 4) cyr.

8.1.3 lNpu ucnbiTaH NPO6 NpenapaToB Ha CTEPU/ILHOCTb MPOBOAAT KOHTPOJb CTEPUSIBHOCTU Cpes;:
TpU NPOBMPKN C KadKOOW cpefol BblAepXMBaKT B TepMocTaTte B TedyeHue 14 cyT npu Temnepartype (32,5 +
2,5 ) °C, co cpepnoii Cabypo - npu Temneparype (22,5 = 2,5) °C.

8.2 TlpoBefeHMe WUCNbITaHUA Ha CTEPWILHOCTb JIeKAPCTBEHHbLIX CPeAcTB, COoAepXKalnx
VHaKTUBUPOBaHHbIE MUKPOOPraHU3Mbl, WM MUKPOOHYIO N TPUBHYIO KOHTaMUHAaLMIO IEKAPCTBEHHbIX
CpeACTB, CoAePXaLLNX XUBble MUKPOOPraHn3mMbl 6e3 TUOT/IMKONEBON cpeabl

8.2.1 W3 kaxgol npobbl NeKapCTBEHHOIO CpeacTBa MPOBOAAT MOCEB Ha XUAKWE nuTaTefbHble
cpeapl: Cabypo, MMNB 1 MIMMNB (cpega Kntt-Tapouun) u TBepable nutatenbHble cpebl: Cabypo n MIMA. Ha
NMoceB MCMO/b3YIT MO TPYM MNPOGUPKM U ABE Yallkyu C nuTaTesibHOl cpepoii. Ha cpepy KutT-Tapouum
JenaloT BbiCEBbl B B Npobupku u ABa hnakoHa.

8.2.2 [OnAa  BbiIABAEHUS  a’pOOHbIX  MUKPOOPraHW3MOB U haky/nbTaTMBHO-aHa3POOHbIX
MWKpPOOPraHnM3moB BbiceBaloT 0,5 cM3NOCeBHOro marepuana B ogHy nNpobupky n 1- 2 cM3B 04uH pfiakoH, a
ONS BbIIBNEHWA aHa3pO6HbIX MUKPOOPraHM3MOB - COOTBETCTBEHHO N0 11 5 cm3
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8.2.3 Mpobupkn 1 hnakoHbl ¢ NoceBamMn Ha Bcex cpefax, kKpome cpefbl Cabypo, BblAepxuBaloT B
TepmocTaTe npu Temnepartype (37 + 1)°C, Ha cpege Cabypo - npu Temnepatype (22,5 + 2,5) °C, B TeueHue
7 cyT (anA aHaspobHbIX NpenapaTos - 14 cyT).

8.2.4 Tlo WCTeYeHMM YyKas3aHHOro Cpoka [AenakwT nepeces, 3a WCKIWOYEHMEM MoceBoB Ha MIIA.
MepeceBaloT Npobbl Ha Te e nuTaTesibHble cpefbl U B TeX Xe obbemax, yYTo u npu nocese. BTopuuHblie
noceBbl BblAEPXUBAKT 7 CYT (415 aHaspobHbIX nNpenapartos - 14 cyT).

8.3 lpoBeaeHVe UCNbITaHNA Ha KOHTaMUHALMIO MUKOM1a3mMamu

8.3.1 [AnA onpegenieHnss KOHTamMuHauuM MUKOMIasmMaMy JIeKapCTBEHHbIX CPEACTB MPOBOSAT WX
noceB Ha BblbpaHHble nuTaTenbHble cpedbl (7.5.9 - 7.5.11) B konnuectse 10 cm3/1eKkapCTBEHHOIoO cpeacTBa
Ha 100 cm3 Kaxaol xuakoli cpedbl, a Takke no 0,2 cM3 Ha yeTbipe Yalky MeTpu ¢ aHanornm4yHoli TBepaoi
nuTaTesibHoON cpenoil.

MoceBbl MHKYGMPYOT Npn TemnepaTtype (37 + 1) °C B a3po6HbIX N MUKPOA3POU/IbHbLIX YCnoBusx (B
aTMocpepe asoTa, cogepxawero 5 % - 10 % pguokcupa yrnepoga). XXuikve nutaTesbHble cpefbl
WMHKYOUpYOT B TeyeHue 20 - 21 aHA. TBepAble nuTaTeNbHble cpefbl MHKYOUPYKOT B TeyeHue He MeHee 14
[OHel, 3a UCKNYEHNEM MOCEBOB, COOTBETCTBYHOLWMX 20 - 21-AHEBHOMY MepeceBy, KOTOpPblIe WMHKyOMpPYKT B
TeyeHne cemun gHeli. OAHOBPEMEHHO B TEX X€e YC/MOBUSAX WHKYOMPYIOT NO O4HOMY (hiakoHy, cofepxalliemy
100 cmM3, v no aBe valiku lMeTpn co cpefamu ANA KOHTPOSA UX CTEPUIIBHOCTU.

Ha 2-in - 4-in peHb nocne noceBa NPOBOAAT MepeceB Marepuana 0T KaxAoi XWAKOW cpefgbl B
konnyecTBe He MeHee 0,2 cM3Ha ABe valwku MeTpu kaxpaol TBepaoi cpefpbl. MNepeceBbl NOBTOPSAOT Ha 7-U,
14-ii n 20-ii gHW ucnbiTaHus. lMepeceBbl MHKYOMPYHT npu Temnepatype (37 + 1) °C B a’3poObHbIX U
MUKPOaapodusbHbIX YCNOBUAX (B atmocdiepe asoTa, cogepxawero 5 % - 10 % guokcupa yrnepoga) B
TeyeHue 21 gHA.

8.3.2 CocTosiHME XUOKUX Cpef, KOHTPONIMPYIOT KakAble ABa UMW TPpU OHA W, B Cnyyvyae U3MEHeHus
OKpacku cpefbl, BbIMOMHAKT nepecesB. Ecinm B XuAKMX cpegax 06HapyXuBawT pocT bakTepuii u rpvbos,
UCNblTaHWe CUYNTAT HeAelCTBUTE IbHbIM 1 MOBTOPSIOT.

8.3.3 [lonyckaeTca NS uenei akcnpecc-meToga - BbISIBNEHUS MUKONNasMm W/WAM NOATBEPXAEHMUA
NPUHAAMEXHOCTU BblAENEHHbIX KYNbTyp K MUKONAasMaMm - WCMNosb30BaHWe meTofa noavMepasHol LenHoi
peakuun ¢ NpMMEHeHneM COOTBETCTBYHOLINX TECT-CUCTEM. PaboTy NpPOBOAAT MO UHCTPYKLUUW NPOU3BOAMUTESA.

9 NpoBeaeHMe UCNbITaHUS Ha CTEPUILHOCTb METOA0M MeMbpaHHOl unbTpaumn

9.1 Tpu onpegeneHnn CTepPUNbLHOCTU JIEKAPCTBEHHbLIX CPeAcTB, 06najalwmnx BbIPaXeHHbIM
aHTVMWKPOOHBLIM AeiicTBMeM, a Takke B pacdacoBke 6osiee yem 100 cM3, MOXHO WCNONb30BaTb METO[,
MeM6paHHo hnnbTpalmm.

9.2 McnbiTaHne NpPoOBOAAT C MCMNONb30BaHMEM (OUAbTPALMOHHOW YCTAHOBKU, KOTOPYH MOHTUPYIOT
Takum 06pasom, 4YTobbl Uccriegyemyto nNpody XUAKOro npenapara MOXHO 6bl/10 BBECTU U NPOIUILTPOBaTL B
YyCNoBUAX acenTukn. Mcnonb3yloT mMembpaHHble unbTpbl ¢ pasmepom nop (0,45 + 0,02) MKM M BHELUHUM
AvaveTpoM 47 MM C YCTaAHOB/IEHHOW CMNOCOGHOCTBI K YAEepXUBaHWUIO MUKPOOpPraHu3moB. Martepuan
QUIBLTPOB - HUTPAT LEe/I103bl WK aueTaT Lensiososbl.

9.3 OT6MpalT HeobxoamMmMoe A1a UCNbITaHWSA KOIMYECTBO MccnedyemMoi npobbl cornacHo tabnuue 2
N acenTUYeckn NepeHocAT Ha O4MH UM HECKO/IbKO (OUbTPOB.

Mpy MCMNOMb30BaHUM 3aMKHYTON CUCTEMbI, EMKOCTW 3ano/iHAIT paBHbIM 06beMoM cpef. MNpu aTom
cnepyet n3beratb aspauum TUOT/IMKONEBOR cpefbl.

VMcnbiTaHna npoBOAAT nog BakyymMoM npu gasneHun 93,3 klMa 1 CKOPOCTM MPOXOXAEHUA XUAKOCTU
55 - 75 cM3 B MUH.

9.4 Mocne oKoHYaHWA uNbTPaLMM MembpaHy NMPOMbLIBAKOT TPeMA - MATbH0 MNOPUUAMU CTEPUSIBHOTO
0,9 %-Horo pacTBopa x/Jopuaa HaTpus wnu AUCTUANMPOBAHHON BOAbl, NOc/e Yero membébpaHy acenTUyecku
M3BfeKaloT, paspesalnT CTepusibHbIMW HOXHULaMu nononam.  OAHy MOMOBMHY MOMeLLalT B Konoy,
cogepxawyto 100 cm3 TMOrIMKOMEBOI cpedbl, a BTOpyt - B konby co 100 cm3 cpegbl Cabypo.
Tuornukonesylo cpefy € NOMELEHHbIMY B HUX (bunbTpaMu BblAepxusaloT npu Temnepartype (32,5 + 2,5) °C,
a cpegy Cabypo npu Temnepartype (22,5 + 2,5) °C B TeuyeHne 7 CyT Npu exeaHEBHOM MPOCMOTPeE.

10 YyeT n oueHkKa pe3ysibTartoB
10.1 YueT pe3ynbTaToB NPOBOAAT NOC/NE OKOHYAHUS Nepuoja NHKybauuu.
10.1.1 JlekapCTBeHHble cpeAcTBa, coAepXalwue WHAKTUBMPOBAHHblE MUKPOOPraHuM3Mbl U TPUbHI,

CUMTarT CTEPWUSIbHBIMKU, €C/TIn B NMoceBaxX Ha nuTaTtesibHble cpeabl OTCYTCTBYET POCT 6aKTep|/1|7|, FpI/I6OB n
MUKonaasm.
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10.1.2 J/leKapCTBEHHble CPeACTBa, COfepXallMe XMBble MWUKPOOPraHuW3mbl U Tpubbl, cuuTaloT
cBO60AHbLIMM OT KOHTaMUHALMUWM NOCTOPOHHUMK GaKTEPUSMU, rpMbGaMn U MUKOMIa3mMamMu, ecnn B noceBax Ha
nuTaTesibHble cpefbl He 06HAPYXMBAKT POCT NOCTOPOHHEN MUKPOMIOPLI.

10.1.3 Ecv npu onpeaeneHnui MuKonsiasm o6HapyXeH POCT COMHUTESbHbLIX KOSIOHWIA, TO nMpoBoasT
UX uaeHTUgMKaumMio. KneTouHble KyNbTypbl OKpallMBaloT (/lyOpecLeHTHbIM Kpacutenem, o6nagarowum
CNocoGHOCTbLI0 CBsA3bIBaTbCA C AHK. Mwukonnasmbl 06HapyXMBalOT MO XapakTepHoW ToueuHoli wunu
BOJIOKHUCTOW  (p/lyopecueHUMn Ha KIeTOYHOM MOBEepXHOCTU. JlekapCTBEeHHble cpeacTBa  cuuTaloT
BbIAEPXAaBLUMMW UCMbITAHUE, ECAIN TUNWYHASA A MUKONIa3M (h/lyopecLeHLmMs He 06HapyXeHa.
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Bnbnuorpadus
[1] PykoBoactBo EC no Hapgfnexalieil Nnpov3BOACTBEHHON NpakTuke ANS SleKapCTBEHHbIX CPeAcTB

MeAULMHCKOTO M BeTepuHapHoro HasHadeHus (EC Guide to Good Manufacturing Practice for Medicinal
Products for Human and Veterinary Use)
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MKC 11.220

M3meHeHne Ne 1 TOCT 28085—2013 CpeacTtBa JSiekapCTBEHHbIE BMOJIONMYECKNE A1 BETEPUHAPHOrO
npumMeHeHus. MeToa 6aKTepMONIOrM4ecKoro KOHTPOASA CTEPUIBHOCTH

MpuHATO MexrocyaapCTBEHHbIM COBETOM MO CTaHAapTu3auuu, MeTposiormm u ceptudmkaumn (npo-
Tokon Ne 138-MN ot 19.03.2021)

3aperncTtpupoBaHo Bopo no ctaHgaptam MIC Ne 15522

3a NpUHATVE WU3MEHEHUS MPOrosIoCOBa/IN HaLMOHa/IbHblE OpraHbl MO CTaHAAPTM3aLMn CRenyroLmnx
rocygapcts: AM, BY, KG, RU, TJ, UZ [kogbl anba-2 no MK (MCO 3166) 0041

[aTy BBefileHVs1 B ie/iCTBME HACTOSILLEr0 U3MEHEHUS] YCTaHaB/IMBAKOT YKa3aHHbIE HaUWNOHa/TbHbIE
opraHbl Mo cTaHAapTU3auumn*

TuTyNbHbIA NUCT, NepBas cTpaHuua. HanmeHoBaHue cTaHAapTa M3N0XKUTb B HOBOW pepakuun: «Cpepg-
CTBa /ieKapCTBEHHblE BUonornyeckne 419 BeTEPUHAPHOrO NpMMeHeHus. MeTobl KOHTPOSA CTEPUIBHOCTU».

Mpegucnosue. MepBblii ab3al, N3M0XUTb B HOBOW pefakumun: «Llenn, OCHOBHble MPUHLMNLI W 06LLme
npasuna nposefeHnss paboT Mo MexXrocyAapCTBEHHON cTaHAapTu3aumm yctaHoBnieHbl TOCT 1.0 «Mexrocy-
JapcTBeHHasa cuctema ctaHgaptusauun. OCHOBHble nosoxeHusa» n FOCT 1.2 «MexrocygapcTBeHHas cucrte-
Ma cTaHgapTusauun. CTaHaapTbl MEXrocyAapCTBEHHbIE, NpaBuaa U pekoMmeHaaLmMm no MexrocyaapCcTBeHHOM
cTaHgapTtusaumun. MNMpasuna paspaboTku, NPUHATUS, OBGHOBNEHUS N OTMEHbI».

CsefieHust o ctaHgapTe. lNMpeanocnefHuii ab3al, U3N0XUTb B HOBOW pefakLuun:

«/Hhopmauus o BBefeHUN B AeiicTBUe (NpekpalleHun aeiicTBKUS) HacTOoAWero craHjapTa u usme-
HEHW K HEMY HA TeppuTopuKn yKasaHHbIX Bbllle rocyfapcTB Ny6/ukyeTCcs B ykasaTensax HauMoHasbHbIX
CTaH4apTOoB, M3gaBaeMblX B 3TUX rocygapcTBax, a Takke B ceTu VIHTepHeT Ha calTax cooTBeTCTBY-
OLWNX HaLMOHaNbHbIX OpraHoB No cTaHgapTusauuu.

B cnyyae nepecMoTpa, U3MEHEHUSA UM OTMEHbl HACTOALWEro CTaHgapTa COOTBETCTBYIOWAaa UH-
opmauns 6ygeT onybnvkoBaHa Ha ouunanbHOM UHTeEpHeT-caliTe MexrocyaapcTBEHHOro coBeTa no
cTaHgapTusauum, MeTpoorum n cepTudukaunm B kaTanore «MexrocygapCcTBeHHble CTaH4ap T bi».

MepBas cTpaHuua. HavmmeHoBaHMe cTaHOapTa Ha aHrIMNCKOM NA3blke W3N0XUTb B HOBOW pejakuuu:
«Medicine remedies biological for veterinary use. Methods of sterility control».

Pasgen 2. 3aMeHUTb CCbISIKU:

«FOCT 12.1.019—2009» Ha «OCT 12.1.019—2017>;

«[OCT ISO 7218—2011» Ha «['OCT ISO 7218—2015»;

«OCT I1SO 11133-1—2011 Mwkpobronorus nuwesBbliX NPOAYKTOB W KOPMOB [ANS XUBOTHbIX. Pyko-
BOAALLME YyKa3aHUA MO MPUrOTOB/IEHUIO M MPOU3BOACTBY Ky /bTypasibHbIX cpef. YacTb 1. O6wue pykoBo-
Aslime ykasaHua no obecneyvyeHVo KayvecTBa MNPUrOTOBMIEHMA KyNbTypasbHbIX cpeg B nabopatopuu» u
«OCT ISO 11133-2—2011 MuKpo6MOMOrMsa NULLEBLIX MPOAYKTOB M KOPMOB ANS XMBOTHbIX. PykoBogswwne
yKas3aHusi no fnpuroToB/IEHVIO U MPOU3BOACTBY Ky/IbTypasibHbIX cpef. YacTb 2. lNpakTtnyeckne pykosogsline
yKas3aHus no MnpuroToB/IEHUIO U MPOU3BOACTBY Ky/IbTypasibHbIX cpef,. YacTb 2. lNMpaktnyeckne pykosogsaline
yKasaHua no aKcnayaTaumoHHbIM UCMbITAHUAM KynbTypasbHbiX cpef» Ha «OCT ISO 11133—2016 Mwukpo-
61oNornsa NULEBbIX NPOAYKTOB, KOPMOB /151 XXMBOTHbIX W BOApl. MpUroToBrieHne, Npon3BoACTBO, XpaHeHne U
onpegeneHne pabouymx xapakTepucTUK NUTaTeslbHbIX cpen»;

«[OCT 25336-82E» Ha «OCT 25336—82»;

FOCT 12.1.004—91, I'OCT 12.1.007—76. 3amMeHWTb C/I0BO: «CTaHOAPTHOW» Ha «CTaHAapTOB»;

FOCT 83—79. Nepepn cnosamun «HaTpuii yrnekucnblii» AOMNOAHUTL C/I0BOM: «PeakTuBbI»;

[OCT 177—88. NcKkNtounTb CMOBO:. «TEXHUYECKasa»;

FOCT 2263—79 [,OMNO/IHUTL 3HAKOM CHOCKM — *;

LOMNOSIHUTL CHOCKOM™:

* B Poccuiickoin ®epepaunmn geiicteyeT FTOCT P 55064—2012x»;

FOCT 18300—87 AONO/MHUTbL 3HAKOM CHOCKU — *;
LOMNONIHUTL CHOCKOM™:

* B Poccuiickoin depepauun gelicteyet FOCT P 55878—2013 «CnupT STWI0BbLIA TEXHUYECKWA TMAPOSIN3HBIA pPek-
TUCOMKOBAHHBIA. TEXHUYECKUE YCIIOBUS;

* NaTta BBefeHWs B AeicTBUE Ha Tepputopumn Poccuiickoin ®epepaunm — 2021—09—01.
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FOCT 20730—75. 3aMeHUTb C/I0OBO: «MSACOMENTOHHbIN» Ha «MSACO-MENTOHHbIN»;
FOCT 24104—2001 AONOJ/IHUTL 3HAKOM CHOCKM — **;
[OMNOTHUTb CHOCKOW**:

«
* B Poccuiickoin depepaumnn aeiicteyetr FOCT P 53228—2008 «Becbl HeaBTOMaTU4eckoro geictems. Yactb 1
MeTponornyeckne 1 TexHuyeckme TpebosaHus. McnbiTaHns»,

FOCT 29230—91. AononHnTb 0603HavyeHneM: «(MNCO 835-4—81)»; 3aMeHUTb cnoBa: «4Yactb 1V» Ha
«YacTb 4»;

[ONOMTHUTbL CChIIKOIA:

«OCT 5962—2013 CnupT aTUNOBbI/i PEKTU(UKOBAHHbLIN U3 NULLEBOrO CbipbS. TEXHUYECKNE YCITOBUS»;

npuMeyaHne N3fI0XK1UTb B HOBOI pefakuun:

«MpumeyvyaHune — Mpy NOMb30BAHNN HACTOSLLMM CTaHAAPTOM LiesiecoobpasHO NMpPoBEpUTb AENCTBME CCbISIOY-
HbIX CTaHAAPTOB M KnaccumMKaTopoB Ha OhMLMa/IbBHOM MHTEPHET-caiiTe MeXrocy4apCTBEHHOrO coBeTa Mo CTaHAapTu-
3auumn, MeTposiorMn 1 cepTudmkaummn (www.easc.by) wim no ykasatensiM HauvOHaslbHbIX CTaH4ApTOB, U3AaBaeMbiM B
rocyfapcrBax, ykasaHHbIX B NPeAMCIOBUM, WK HA O(MLMaIbHBIX caliTax COOTBETCTBYHOLMX HaLMOHa/IbHbIX OpPraHoB Mo
CTanfapTuzaummn. Ecim Ha LOKYMEHT JaHa HefaTupoBaHHas CCblika, TO c/iedyeT UCMO/b30BaTb AOKYMEHT, AeACTBYOLLMIA
Ha TEKYLLUMIA MOMEHT, C YYETOM BCEX BHECEHHbIX B HEFO W3MEHEHWIA. ECn 3aMEHEH CCbINMOYHLIA JOKYMEHT, Ha KOTOPLIi
[JaHa JaTupoBaHHasi CCblka, TO CrefyeT MCNo/b30BaTb YKa3aHHYH BEpCUK 3TOr0 JOKyMeHTa. Ecnv nocne npuHATUA
HaCTOSILLEro CcTaHAapTa B CCbINIOYHbIA AOKYMEHT, Ha KOTOpbI/ AaHa JaTMpoBaHHash CCblfka, BHECEHO U3MEHeHWe, 3aTpa-
rMBaloLLee NosIoKeHNe, Ha KOTOPOe AaHa CCbIka, TO 3TO MOJIOXKEHME NpUMeHsieTcs 6e3 yueTa faHHOro n3meHeHus. Ecim
CCbI/TOYHbIN LOKYMEHT OTMEHEH 6e3 3aMeHbl, TO NOJIOXEHNE, B KOTOPOM JaHa CCbI/Ika Ha Hero, NPUMEHSIETCS B YacTu, He
3aTparnBatoLLei 3Ty CCbIMKy».

Pasgen 3. MyHKT 3.1.2. 3aMeHUTb CNoBa: «4MUCTOE MoMelLeHne knacca «B» Ha «nomelleHne yucrtoe
Knacca «A».

MyHKT 3.2.2 AON0AHUTL ccbisikoii (nocne TOCT 18300): «unu FTOCT 5962».

Pasgen 4. NicknounTb CNOBO: «6aKTEPMOIOTMYECKOTO».

Pazgen 6. MyHKT 6.1. Tabnuya 1. FonoBKy Tabnuubl N310XUTb B HOBOIM pepakuunm:

«
MWHMMa/IbHOE KO/IMYeCTBO eAnHuy, (amMnys, h1akoHOB 1 Ap.)

KonuuectBo eanHny (amnyn, osiakoHOB 1 Ap.) B cepumn
[ANA noceBa Ha KaxAyl nutatesibHytlo cpegy

MyHKT 6.4. Tabnnuy 2 N3N0XNTb B HOBON pefakuuu:

«Ta6nunya 2— MyHMMasIbHOE KOSIMYECTBO MPOGbI 4711 MOCeBa Ha NUTaTe/bHbIE Cpeabl

MuHMMasibHOe KONIMYeCcTBO npenaparta A/ noceBa Ha Kaxayto

KonmyecTso npenapara B NepBUYHON ynakoBke, cM3
nuTaTenbHylo cpegy, cM3

MeHee 1 Becb 06beM NepBMYHBLIX YNAKOBOK, 00beANHEHHbIX 40 1
1—40 12 copepxnmoro, HO He MeHee 1

40—100 20

Bonee 100 10 % copepxnmoro, Ho He MeHee 20

Pasgen 7. TyHkT 7.4.1. 3ameHuTb ccbiikn: «OCT [ISO 11133-1 wn TOCT ISO 11133-2» Ha
«OCT ISO 11133».

MyHKT 7.5.6. 3ameHnTb cnosa: «5,0 r MmoHornapara rnkKo3bl» Ha «5,5 1 MoHOrngpara rnKosbl»; «TUO-
rMMKONeBon kmucnoTbl, 0,3 cm3 nnm TuornmkonaTta Hatpus, 0,5—0,75 cm3» Ha «0,5 r TMornukonsaTa HaTpuUsa W
0,3 1 TMOINKONEBOWN KMCNOTbI»; 3aMeHUTb 3HadyeHne: «(7,0+£0,2)» Ha «(7,1+0,2)».

MyHKT 7.5.7. VIcknouunTb cfioBa: «2,5 1 xiopuga Kanma».

Mogpaspgen 7.5 A4ONONHUTL NyHKTOM 7.5.12:

«7.5.12 Tlocne cTtepunmnsaumm He MeHee 5 % eMKOCTEl OT KaXAOW mapTum nutaTenbHO cpegbl nome-
LWaKT B TEpMOCTaT U NHKYOUPYIOT B TEYEHNE KaK MUHUMYM 14 cyT AN KOHTPO/SA CTEPUIBHOCTM NapaniesibHo
C NoCceBOM UCMbITYyeMOro o6pasua Ha CTepUbLHOCTb. POCT MMKpOOpraHM3MoB A0/DKEH OTCYTCTBOBATb».

MyHKT 7.6.1. 3amMeHnTb ccbinky: «FOCT ISO 11133-1» Ha «[OCT ISO 11133».


https://mosexp.ru#
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MyHKT 7.7.2. Tabnuuy 3 U3N0XWUTb B HOBOW pepakuumn:

«Ta6nuya 3 — TecT-WTaMMbl MUKPOOPraHW3MOB /11 MPOBEPKY POCTOBbLIX CBOWCTB NMUTATE/NbHbIX CPed, UCMOosb3ye-
MbIX A4/ onpeaeneHnst 6akTepuii, rpPMGOB U MUKOMIa3M

MuTatensHas cpefa

Xunakas
TUOrNMKonesas

cpena

Xunakas
COeBO0-Ka3enHoBasi
cpefa

Xnpgkasa cpepa
Cabypo

MuTatenbHble cpefpbl
ONA BbISIBNEHNA
MUKOM/1a3m

Ycnosusi HKy6aumm

Bug TecT-wutamMma MMKPOOPraHM3MoB

Temnepartypa, °C

A3po6Hble GakTepuu:

Bacillus subtilis 'KIMM 010011,

ATCC 6633 nnm

Bacillus cereus 'KNMM 010014,

ATCC 10702 32,542,5

Staphilococcus aureus MKINMM 201108, ATCC 6538
Pseudomonas aeruginosa KMNM 190155, ATCC 9027
Alcaligenes faecalis 415 I'KNM 300205*

AHa3po6HbIEe GakTepuu:

Clostridium sporogenes 272

[KMM 300524, ATCC 19404 32,5425

Clostridium novyi 198 I'KNM 242484*
MpuobLI*:

Candida albicans NCTC 885-653,

ATCC 10231 22,5+2,5

A3po6Hble GakTepuu:

Bacillus subtilis 'KIMM 010011,
ATCC 6633 nnu

Bacillus cereus KMV 010014,
ATCC 10702

325+2,5

Mpr6bI:

Candida albicans NCTC 885-653,
ATCC 10231
225125
Aspergillus brasiliensis ATCC 9642,
ATCC 16404

'purbbI:
Candida albicans NCTC 885-653,
ATCC 10231

225+2,5
Aspergillus brasiliensis ATCC 9642,
ATCC 16404
Muikonnasmbl:
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

Bpewms, cyt

21
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OKoHYaHue Tabnuupl 3

* O603Ha4eHb! TECT-LUTaMMbI NPU UCMO/b30BaHUM TUOTIMKOMEBOW Cpefibl B KAYEeCTBE YHMUBEPCA/IbHOM Npu UC-
nbiraHmn WIW. KynbTrBrMpoBaHne NpousBOAAT Mpu ABYX TEMMepaTypHbIX pexmmax: (32,5 £2,5) °Cn (22,5 +2,5) °C.

MpumeyaHuna

1 MoryT 6bITb MCMOSb30BaHbI U APYrMe TECT-LUTaMMbl U3 Pas/IYHbIX KOMEKUMIA, TUNWYHbIE MO Ky/bTypasibHO-
MOPEIOMOrMYECKAM, TUHKTOPUaTbHBIM 1 BUOXUMUYECKUM CBOMCTBaM. Habop TecT-LUTaMMOB MOXET ObiTb 3MEHEH B
3aBMCVMOCTM OT Cnocoba NpPYMEHEHUss WM COCTasa UCMbITYeMOro npenapara.

2 TKIMNM — lMocypapcTBeHHasA KOEKUMA NaToreHHbIX MUKpoopraHu3mos, Poccus.

3 NCTC — HaumoHasibHas KOMnekums TUNoBbIX KymbTyp.

4 ATCC — AmMepuKkaHcKas Konnexkums TmnosbIX KynsTtyp, CLUA.

MyHKT 7.7.2 AONONHUTL nognyHkramn 7.7.2.1, 7.7.2.2:

«7.7.2.1 Tpn NOArOoTOBKE TECT-WTaMMOB MWKPOOPraHNM3MOB WUCMOMb3YIOT TeCT-ITaMMbl 6akTepuid, rpu-
60B 1 MMKOMIA3M W3 Cneunasm3mpoBaHHbIX KOMMEKUNA, KOTOpble AO/DKHbI 6biTb TUMUYHBIMW NO Ky/bTypasib-
HO-mopdponornyeckum 1 BMoXMMmMyeckMM ceoiicTBaM. YnMcno naccaxeii paboumx KynbTyp He AO/HKHO NPeEBbI-
waTb NATU.

7.7.2.2 MNMepep ucnbiTaHeM KynbTypbl a3pO6HbIX GaKTEPUI BbICEBAKT Ha CKOLUEHHbI COEBO-Ka3euHo-
Bblli arap unu Apyryto afekBaTHyl0 NAOTHYIO nuTaTenbHYyl cpepy; KynbTypbl rpnbos C.albicans u A.brasilien-
Sis — Ha CKolleHHbIli arap Cabypo; KynbTypbl aHaspo6oB Clostridium novyi n C.sporogenes — Ha cpefpl A1
aHa’3pPOOHbIX MUKPOOPraHU3MOB (Hanpumep, XUAKYH TUOT/IMKONEBYHO) U UHKYOUPYIOT NpU COOTBETCTBYIOLLEN
Temnepartype. [anee Bbipoclune KynbTypbl TECT-LUTAaMMOB 6akTepuii (B Tom umcne C.sporogenes, BbipalleH-
HYt0 B aHa3pOO6HbIX ycnoBusx) 1 rpmbos C. albicans cMbIBalOT C NOBEPXHOCTU CKOLLUEHHOMO arapa CTePUSIbHbIM
0,9 %-HbIM pPacTBOPOM X/0puaa HaTpus. FOTOBAT B3BECb KaXKAOro TeCT-liTaMMa C KOHEYHOl KOHLUeHTpaumei
ot 10 go 100 KOE/cm3».

Paspgen 8. MyHkT 8.1.1 gononHuTb ab3auem (nNocne BTOPOro): «J/lModunnsnposaHHble 6uonoruyeckme
nekapcTBeHHble npenapaTbl NpeABapuUTeNbHO pecyCcrneH3npyroT COOTBETCTBYIOWMM pacTBoputenem/pasbasu-
Tenem U BbICEB NPOU3BOAAT U3 NOJSIYYEHHON CyCneH3nm».

MyHKT 8.1.2. 3amMeHnUTb cnoBa: «VIHKYOUPYIOT UCXOAHbIe NOCEBbI U NepeceBbl B TedeHun (14 +4) cyT» Ha
«HKYOUPYIOT UCXOAHbIE M NOBTOPHblE MoceBbl (Nepecesbl). Oblee BpemMsA WHKyGaLuuM LO/HKHO COCTaBNATb
(14 £ 4) cyT OoT HaYyana UcnbITaHUN».

Pazpen 10. MyHkT 10.1.1 gononHuTb ab3auem: «Mpu obHapyXeHun pocta MUKPOOPraHnM3MoB, onpege-
NSEeMOro BM3yasibHO MO Ha/lMuMi MYTHOCTM, OCafka, X/1I0NbeB W APYTUX U3MEHEHWUI cpefbl v noaTBepXaae-
MOr0 MWKPOCKOMMYECKUM WUCCMefOBaHNEM, CUATAIOT, YTO UCMbLITYEMbI npenapaTt He COOTBETCTBYeT TpeboBa-
HUAM UCMbITAHUA Ha CTEPU/IBHOCTb>.

Pa3nen 10 gononHnTb nyHkTom 10.2:

«10.2 PesynbTaTbl UCMNbITAHUA Ha CTEPU/ILHOCTb MOryT OblTb NPW3HaHbl HEAOCTOBEPHbLIMU B Cryyae,
€CNN BbIMONHAETCHA O4HO WU HECKOSIbKO YC/0BUIA:

a) NoslyYeHbl HeyAO0BEeTBOPUTE/IbHbIE pe3ysibTaTbl MUKPOOMOIOrMYECKOro KOHTPOIS OKpyXXatllel cpe-
Obl (BO3ayxa, NMOBEPXHOCTEN M pyk MepcoHana v Ap.) nNpu nNpoBefeHNN UCNbITaHWS Ha CTEPUNbHOCT;

6) BbiSIB/IEHbI OLUMOKKN, AOMNYLLEHHbIE B XO4E UCNbITAHUS;

B) O6HapyXeH poOCT MUKPOOPraHM3MOB B OTPULLATENIbBHOM KOHTPOJie (KOHTPO/ib CTEPUIBHOTO pacTBOpU-
Tens/pasbaBuTena UAn nNuTaTesnlbHON cpeapbl);

) 06HapyXeHbl Hey0BNeTBOPUTE IbHbIE POCTOBbIE CBOWCTBA MUTATE/bHbIX Cpes,;

[) BbIsiBNIEHbI OWNOKX Npy cTepuaMsauuy maTepuasnos.

Ecnn pesynbTaTbl MCMbITAHUSA NPU3HaHbI HELOCTOBEPHbIMU (B Crlyyae OOHapyXeHWs OWM60oK B XoAe
aHanusa), UcnbiTaHne NMOBTOPSAIOT Ha YABOEHHOM KOsinyecTBe 06pasLioB.

Ecnun B pe3ynbTarte NOBTOPHOIO UCMbITAHUS He O6HapYXeH POCT MUKPOOPraHW3MOB, CUMTAIOT, YTO npe-
napaT COOTBETCTBYeT TPeOOBaHUAM UCNbITAHUA Ha CTepUNbHOCTb. Ecnin B pesynbTtaTe NOBTOPHOIO MUCMbITaHWA
06HapyXeH POCT MUKPOOPraHM3MOoB (415 6uosornyeckux npenapatos, coAepXalliux XuBble MUKPOOPraHus-
Mbl, — POCT MOCTOPOHHEN MUKPOI/IOPbI), CUATAIOT, YTO Npenapart He COOTBETCTBYET TpeboBaHNAM UCNbITaHUSA
Ha CTepUNLHOCTb».

(NYC Ne 7 2021 1)
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M3meHeHne Ne 1 TOCT 28085—2013 CpeacTBa nekapCTBeHHble 6uonormyeckme An8 BeTepUHapPHOro
npuMeHeHuns. Metog 6aKTePUOOTMYECKOTO KOHTPO/IA CTEPUSIBHOCTHU

MpuHATO MexrocygapCTBEHHbLIM COBETOM MO CTaHAapTu3auuu, meTponorum u ceptudukaumm (npo-
TOokon Ne 138-M ot 19.03.2021)

3apeructpuposaHo biopo no ctaHgaptam MIC Ne 15522

3a NpuHATAE U3MEHEHUS MPOros0COBaNM HaLMOHA/IbHBIE OpPraHbl MO CTaHZapTu3ayuumn cregyroumnx
rocygapcts: AM, BY. KG, RU, TJ, UZ [koabl anbda-2 no MK (MCO 3166) 004].

[aTy BBeeHnA B felicTB/e HACTOSALWEro U3MOHOHNA yCTaHaBANBAIOT YKa3aHHble HaloHa N bHble
opraHbl no ctaHgapTtusayuun*

TuTyNbHBIA NUCT, NepBas cTpaHuua. HaumeHoBaHue cTaHfapTa M3N0XUTb B HOBOW pegakuun: «Cpeg-
CTBa /lekapCTBEHHble B1uonornyeckne Aas BeTepuHapHoOro NnpuMeHeHns. MeTofbl KOHTPOJIA CTEPUTLHOCTU>.

Mpegucnosue. lMepBblii ab3al M310XKNTb B HOBOW pegakuynun: «Lienn, oCHOBHble MPUHLUMLI U 06Lmne
npasuna nposejeHns paboT N0 MeXrocyAapCTBeHHON cTaHfapTu3auun yctaHosneHbl FOCT 1.0 «Mexrocy-
fapcTBeHHaa cuctema ctaHgaptmsaunm. OcHoBHble nonoxeHna» n FOCT 1.2 «MexrocyfapcTBeHHas cucre-
Ma cTaHgapTusaumn. CTaHgapTbl MeXrocyAapCcTBEeHHbIe, MpaBnaa u pekoMeHAaunmy no MexrocyfapcTBeHHOM
cTaHgapTusauuun. Mpasuna paspaboTkn, NPUHATUSA, OGHOBNEHNS U OTMEHbI».

CsefileHns o cTaHgapTe. MpegnocnefHunii absal, M3N0XUTb B HOBOW pefakuuu:

«MHhopmaLms o BBeAeHUN B AelicTBMNe (NpekpalleHun feiicTBIA) HacTOSALWEero craHgapTa v usme-
HEHWI K HEMY Ha TeppuTOpPUN YKa3aHHbIX Bbillie FocyaapcTB NybimkyeTcs B ykasaTenax HauuoHa bHbIX
cTaHAapToB, N3aBaembix B 3 TUX rocygapcTsax, a Takke B ceTU VIHTepHeT Ha caiiTax CooTBe TCTBY-
OLWNX HaUNOHa/IbHbIX OPraHoB No cTaHJapTu3auuu.

B cnyyaB nepecMoTpa, U3MEHEHUs UM OTMEeHbl HAaCcTOSALLEero cTaHAaapTa CoOTBe TCTBYloLWasa 1UH-
hopmauusa 6ygeT onybimkoBaHa Ha ohuumnanbIioM MHTepHeT-caiTe MexrocyfjapCcTBEHHOro coBeTa no
cTaHgapTusauuu, MeTposioruu n cepTudunkauny B kaTanore «MexrocygapcTBeHHble CTaHAapThbi».

MepBas cTpaHuua. HanmeHoBaHWe cTaHAapTa Ha aHrIUACKOM Si3blKe W3M10XWUTb B HOBOW pefakuuun:
«Medicine remedies biological for veterinary use. Methods of sterility control».

Pasgen 2. 3aMeHUTb CCbIIKU:

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

«[OCT ISO 7218—2011» Ha «OCT ISO 7218—2015»;

«OCT ISO 11133-1—2011 Mukpobuonorna nuiieBbiX MPOAYKTOB M KOPMOB A1 XWUBOTHbIX. PyKo-
BOASILIME YyKa3aHWA N0 MPUrOTOBNEHWUIO U NPOU3BOACTBY Ky/bTypasbHbix cpef. HYacTb 1. O6ume pyKoso-
AAlWMe ykasaHuss no ob6ecneyvyeHUo KayecTBa MNPUrOTOBJIEHUA KyNbTypasibHbIX cpej B nadopatopun» u
«OCT ISO 11133-2—2011 MwuKpo6MOIOrnsa nuuieBbiX NMPOAYKTOB U KOPMOB A1l XUBOTHbIX. PykosBogsuine
yKasaHua no npuroToBiE€HUIO U NPOU3BOACTBY Ky/bTypasbHblX cpej. YacTb 2. MNpakTtuyeckne pykosoasiime
yKaszaHusa no nNpuroToBiIEeHUIO U NPOU3BO/ACTBY Ky/bTypasbHbiX cped. YacTb 2. MNMpakTuyeckne pykosogsuime
yKasaHus no aKcnayaTauyMoHHbIM UCMbITAHUAM KynbTypanbHbiX cpea» Ha «OCT ISO 11133—2016 Mukpo-
6uonorna nuLLeBbIX NPOAYKTOB, KOPMOB /151 XXMBOTHbIX 1 BOAbI. [pUroToB/iieHne, NPOM3BOACTBO, XpaHeHUe u
onpegeneHne pabounx xapakTepucTuK nutaTesibHbIX cpen»;

«[OCT 25338-82E» Ha «[OCT 25336—82»;

FOCT 12.1.004— 91. TOCT 12.1.007—76. 3aMeHUTb CNOBO: «CTaHAapTHON» Ha «CTaH4apTOB»,

FOCT 83—79. Mepepa cnoBamn «HaTpuii yrnekncnblii» 4ONONHUTL C/IOBOM: «PeakTuBbI»;

FOCT 177—88. NCKNUYNTb CMTIOBO: «TEXHUYECKasa»;

FOCT 2263—79 AONOMTHNTb 3HAKOM CHOCKN — *:

[LONOMTHNTb CHOCKOIA*:

' B Poccuiickoii ®epepauuu geiicteyeT FTOCT P 55064— 2012x»:

FOCT 18300—87 f0NONMHUTb 3HAKOM CHOCKN — *;
[OMNONTHUTL CHOCKOWA*:

B Poccuiickoii ®epepauunmn gelicteyet TOCT P 55878—2013 «CnupT 3TUNOBbI TEXHUYECKU TMAPOU3HBIA pek-
TUVKOBAHHBINA. TeXHUYECKNE YCNOBUS»:

* [laTa BBEJEHUs B AelicTBUE Ha TeppuTopumn Poccuiickoin depgepauymm — 2021—09—01.
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FOCT 20730—75. 3aMEHUTb C/TIOBO: «MSACOMIENTOHHbIN» Ha «MACO-NENTOHHbIW»:
FOCT 24104— 2001 fONONHUTbL 3HAKOM CHOCKN — **;
LOMOSTHUTL CHOCKOW**:

«
B Poccuiickoii ®epepauymn aeiicteyet TOCT P 53228—2008 «Becbl HeaBTOMAaTUYeCKOro AeicTeusi. Yactb 1
MeTponoruyeckue n TexHuyeckne TpebosaHus. VcnbiTaHns»;

FOCT 29230—91. lononHnTb o603HavyeHnem: «(UCO 835-4—31)»: 3aMeHuUTb cnoBa: «YacTb 1V» Ha
«YacTtb 4»;

[ONOTHNTB CChINIKOM:
«OCT 5962—2013 CnupT 3TUI0BbI PEeKTUPNKOBAHHbI 13 NULLEBOrO Cbipbs. TEXHUYECKNE YCN0BUA»;
npvMeYaHne N3N0XNUTb B HOBOW peAakumu:

«MpumMmeyaHune — lMNpy NONb30BAHUM HACTOSILLMM CTAHAAPTOM Lies1iecoo6pasHo NpoBepuTs AelicTBue CCbinouy-
HbIX CTAHAAPTOB W KNACCUMMKATOPOB Ha OIULMANIbHOM UHTEPHeT-caiiTe MeXrocyapcTBEHHOTO CoBeTa Mo CTaHAapTu-
3aumun. MeTponornn n ceptudmkaummn (wWvw.easc.by) nnm no ykasaTensam HauMOHasIbHbIX CTaHAApTOB, M3haBaemMbiM B
rocyapcTBax, ykasaHHbIX B NMPeAyUcoBUM, UK Ha oPULManbHbIX CaliTax COOTBETCTBYHLLMX HALIMOHA/bHbBIX OPraHoB Mo
cTaHgapTusauun. Ecnv Ha OKYMEHT AaHa HeaaTypoBaHHas CCblika, To cnefyeT UCnonb3oBaTh JOKYMEHT, AeNCTBYOLWNI
Ha TeKyLUMii MOMEHT, C Y4ETOM BCEX BHECEHHbIX B HETO M3MEHeHUi. ECM 3aMeHeH CCbINOYHBbIA [OKYMEHT, Ha KOTOpbIi
[laHa faTvpoBaHHas CCblKa, TO CefyeT UCMo/b30BaTh ykasaHHYH0 BEPCUIO 3TOTO AoKyMeHTa. Ecnu nocne npuHATUS
HaCTOSILLEro cTaHAapTa B CCbI/IOYHBIN [OKYMEHT, Ha KOTOPbIN flaHa AaTUPOBAHHAA CCbIKa, BHECEHO U3MEHEHMWe, 3aTpa-
rmBatoLLiee NnosioKeHVe, Ha KOTopoe AlaHa CCblsika, TO 3TO NOJoXKEHNEe NPUMeHseTCcs 6e3 yueTa JaHHOro n3MeHeHwus. Ecnu
CCbI/IOYHbIN [JOKYMEHT OTMEHEH 6e3 3aMeHbl, TO NOIOXKEHUE, B KOTOPOM flaHa CChI/IKa Ha HEro, MPUMEHSETCA B YACTW, He
3aTparmBaioLLeil 3Ty CCblIKy».

Paspen 3. MyHKT 3.1.2. 3aMeHNTb CnoBa: «4YUCTOE MOMelleHne Knacca «B» Ha «nomeuweHune ynucrtoe
Knacca «A».

MyHKT 3.2.2 gononHUTb ccbinkoli (nocne FOCT 18300). «unn TOCT 5962x».

Pa3gen 4. VICKN0UYMTb C/I0BO: «6aKTepuosIorMyeckoro.

Pasgen 6. MyHkT 6.1. Ta6nuua 1. FonoBKy Tabanubl M310XUTb B HOBOM peAakuumn:

«
MuWHUManbHOe KONNYeCTBO eAnHNL, |amnyn, hNakoHoB U 4p.)

Konuyectso eagnHuy (amnyn, GnakoHOB U Ap.) B CEpKK
AN NoceBa Ha KaxAylo nutaTenbHylo cpeay

MyHKT 6.4. Tabnuuy 2 U310XUTb B HOBOI peAakuuu:
«Tabnuuya 2— MUHMMaNbHOE KONUYECTBO NPO6bLI ANA NOCEBA HAa NUTaTeNbHble cCpeabl

MuHuMansHoe Konm4yecTso npenaparta Ans noceBa Ha Kaxayr

KonuyecTBo npenapaTta B NepBUYHOI ynakoBke cm3
nutatenbHyto cpegy, cm3

MeHee 1 Becb 06beM MEepPBUYHBIX YNax0BOK. 06beANHEHHbIX 0 1
1—40 V2 copepxumoro, Ho He MeHee 1

40— 100 20

Bonee 100 10 % copgepxumoro, Ho He meHee 20

Paspgen 7. TyHKT 7.4.1. 3amMeHuTb ccbiiku: «OCT I1SO 11133-1 wn FOCT ISO 11133-2» Ha
«OCT ISO 11133».

MyHKT 7.5.6. 3ameHuTb cnosa: «5,0 r MoHorngpara riKosbl» Ha «5.5 1 MoHornapara rnoKo3bl»: «TUO-
rNNKONeBoi kncnoTel. 0.3 cM3 nnu TnornukonaTa Hatpua. 0,5—0.75 cm3» Ha «0.5 r TMOrANKoNATa HaTpPUA Un
0.3 1 TUOTNINKONEBOI KUCNOTbI»; 3aMEHUTb 3HauyeHune: «(7,0£0,2)» Ha «(7.1%0,2)».

MyHKT 7.5.7. ICKNO4YNTL crioBa: «2.5 r xaopuga Kanmsa».

Moppaspen 7.5 [ONONHUTL NYHKTOM 7.5.12:

«7.5.12 Tocne ctepunmsaynm He MeHee 5 % eMKOCTel OT KaxAoW napTum nuTaTtenbHol cpelbl nome-
WwalT e TepMocTaT ¥ MHKYOUPYIOT B TeYeHNe kak MUHUMYM 14 CyT 4N KOHTPOASA CTEPUIbHOCTM napasnienbHo
C MOCEBOM UCMbITYyeMoro obpasua Ha CTePU/IbHOCTb. POCT MUKPOOPraHM3MoB A0/HKEH OTCYTCTBOBATbY».

MyHKT 7.6.1. 3ameHuUTb ccbiniky: «[OCT ISO 11133-1» Ha «OCT ISO 11133».



(MpogomkeHne N3ameHeHns Ne 1k FTOCT 28085—2013)
MyHKT 7.7.2. Tabnuyy 3 U310XUTb B HOBOW pegakuuu:

«Ta6nnya 3 — TecT-LUTaMMbl MUKPOOPFaHW3MOB A1 NMPOBEPKN POCTOBbIX CBOMCTB NMUTATE/IbHbIX Cpef, WCMosb3ye-
MbIX 40151 onpeenieHnsi 6akTepuit, rpPMGoB N MUKOMIa3M

Ycnosus nHky6auun

MutaTtenbHasa cpega Bua TecT-wutamMmMa MUKPOOPraHM3moB
Temnepatypa *C Bpewms, cyT
Xunpgkas A3po6Hble bakTepuu:
TMornmkonesas
cpeaa Bacillus subtilis FTKMM 010011,
ATCC 6633 nnu
Bacillus cereus 'KMM 010014. 3
ATCC 10702 32,542.5
Staphilococcus aureus 'KIMM 201108, ATCC 6538
Pseudomonas aeruginosa 'KMM 190155, ATCC 9027
Alcaligenes faecalis 415 I'KMNM 300205* 2
AHa3po6Hble 6akTepuun:
Clostridium sporogenes 272 3
32,5+2.5
FKMM 300524, ATCC 19404
Clostridium novyi 198 TKMM 242484' 2
pn6bI*:
Candida albicans NCTC 885-653.
+
ATCC 10231 225+25 °
XKunpkas A3po6Hble bakTepuu:
CoeBO-Ka3enHoBas
cpepa Bacillus subtilis FKIMM 010011.
ATCC 6633 nnu
Bacillus cereus 'KMNM 010014, 325+25 8
ATCC 10702
pnbbI:
Candida albicans NCTC 885-653.
ATCC 10231
225+25 5
Aspergillus brasiliensis ATCC 9642,
ATCC 16404
Xunpgkan cpega Ipunbbi:
Cabypo
Candida albicans NCTC 885-653.
ATCC 10231
225 %25 5
Aspergillus brasiliensis ATCC 9642,
ATCC 16404
MutaTtensHble cpepbl Mwukonnasmbl:
NS BbISIBIEHUSI
MUKONNa3m Achoteplasma laidlawii NCTC 10116. ATCC 23206
Mycoplasma galisepticum NCTC 10115, ATCC 19610
Mycoplasma hyorhinis NCTC 23714, 10130. ATCC 17981 37 +1 -

Mycoplasma orale NCTC 10112.
ATCC 23714

Mycoplasma synoviae NCTC 10124
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OkoHuyaHne Tabnuuybl 3

* O603HayYeHbl TECT-LITAMMbI PU UCNOb30BAHUN TKOFMUKONEBOW Cpefbl B KaUecTBe YHUBEPCasbHON npu uc-
nbiTaHuu WM. KynbTuBmMpoBaHne nNpon3BoasaT Npu AByX TemnepaTypHbix pexunmax: (32.5 £ 2.5) "C n (22.5 £ 2.5) "C.

MpumeuvaHunsn

1 MoryT 6bITb UCNONb30BaHbI U Apyre TecT-WTaMMbl U3 Pa3/INyHbIX KONAEKLUA, TUNUYHbIE NO KyNbTypasibHO-
MOPPONOrNYECKUM. TUHKTOPUATbHBIM N BUOXMMUYECKNM CBOWCTBaM. Habop TecT-lTaMMOB MOXET 6biTb NU3MEHEH B
3aBMCKUMOCTM OT cnocoba NPUMEHEHUS UK coCTaBa UCMbITYeMoro npenapara.

2 TKMM — TocypapcTBEHHAs KOINEKLMA NaToreHHbIX MUKPOOPraHn3amos. Poccus.

3 NCTC — HauwuoHanbHas KoNnekuns TUNoBbIX KynbTyp.

4 ATCC — AmepuKaHcKas Konekumsa TunoBbix Kynstyp. CLUA.

MyHKT 7.7.2 ,ONONHNTbL NoANYyHKTamMn 7.7.2.1, 7.7.2.2:

«7.7.2.1 MNpun NoAroToBKe TECT-WTAMMOB MUKPOOPTraHNM3MOB UCMO/b3YIOT TeCcT-lTaMMbl 6akTepuii, rpu-
60B 1 MMUKONNA3M U3 CNeLnann3npoBaHHbIX KOMTOKUNA. KOTOPbIe AO/MKHbBI ObiThb TUMUYHLIMU NO Ky/NbTypasb-
HO-MOPONOTMYECKUM U BUOXMMUYECKMM CBONCTBAM. Yncno naccaxeli paboynx KynbTyp He JOKHO NpeBbl-
watb NATU.

7.7.2.2 Nepef ncnbiTaHWEM KyNbTypbl a3po6HbIX 6akTepuil BbiCEBAlOT HA CKOLIEHHbI/i COeBO-Ka3enHo-
BbIli arap unu Apyryto afekBaTHyo MOTHYI0 NUTaTebHY0 cpedy; KynbTypbl rpubos C.albicans n A.brasilien-
Sis — Ha cKoleHHbIl arap Cabypo; KynbTypbl aHaapo6os Clostridium novyi n C.sporogenes — Ha cpefbl Ans
aHa3pPOo6HbIX MUKPOOPraHM3MOB (HanpuMep, XUAKYI TUOTIMKONEBYIO) U UHKYOGUPYIOT NpU COOTBETCTBYIOLWEN
Temnepartype. [lanee Bbipocwne KylbTypbl TeCT-WUTaMMOB 6akTepwuii (B ToM yncne C.sporogenes. BbipalleH-
HYl0 B @aHa3po6HbIX ycnoBuax) u rpnoos C. albtcans cMbiBalOT C NOBEPXHOCTU CKOLIEHHOTO arapa CTepusibHbIM
0.9 %-HbIM pacTBOPOM Xn0puaa Hatpusa. FOTOBAT B3BECb KaXAO0ro TecT-lWTaMMa C KOHEeUYHOW KOHLeHTpaLuei
oT 10 fo 100 KOE/cm3».

Pa3pgen 8. MyHkT 8.1.1 gononHMTbL ab3auem (nocne BTOPOro): «J/InohnnmsnpoBaHHble Guosiornyeckne
neKkapcTBeHHble npenaparbl NpeABapuTeibHO Pecyc/ieH3npyoT COOTBETCTBYIOWMUM pacTBopuTenem/pasbasu-
Tenem ¥ BbiCEB NPOU3BOAAT U3 NONYYEHHON CyCNeH3nm».

MyHKT 8.1.2. 3ameHnTb cnoBa: «MHKyGUPYIOT NCXOAHbIE MOCEBbI N NepeceBbl B TeyeHun (14 +4) cyt» Ha
«/IHKYBUPYIOT UCXOAHbIE 1 NOBTOPHbIE Nnocesbl (Nepecesbl). ObLee BpeMs UHKy6aLuyu [AO/KHO COCTaBNATb
(14 + 4) cyT OT Hauana UcCNbITaAHUA».

Pasgen 10. MyHkKT 10.1.1 agononHunTb ab3auem: «Mpu o6HapYyXeHUn pocTa MUKPOOPraHM3MoB, onpege-
NS5eMOro BM3yasibHO MO HaNIM4YMID MYTHOCTU, O0cajka, X/I0NbeB U APYTNX U3MEHeHWI cpefbl U NoATBEpPXAae-
MOT0 MUKPOCKOMWYECKUM UCCIef0BaHNEM, CUMTAIOT, UTO NCMbITYEMbI NpenapaT He COOTBeTCTByeT TpeboBa-
HUAM UCMbITAHUA HA CTEPUSIbHOCTb>.

Pa3nen 10 gononHUTb NyHKTOM 10.2:

«10.2 Pe3ynbTaTbl UCMbITAHUSA HA CTEPUNBHOCTb MOTYT ObITb NPU3HaHbI HEAOCTOBEPHbLIMU B criy4yae,
€C/1N BbINOIHAETCA O4HO NN HECKOJIbKO YC/TOBMIA:

a) nonyyeHbl HeyA0BNETBOPUTENbHbIE pe3y/bTaTbl MUKPOOGMONOrMYECKOro KOHTPONS OKpYyXatLen cpe-
Obl (BO34yXxa, NOBEPXHOCTEN M pyk NepcoHana u Ap.) Npyu NpoBeAeHUN UCMbITAHUA Ha CTEPUIBHOCTb;

6) BbIsiIB/IEHbI OWINGKKN, [ONYLEHHbIE B XO4E UCNbITAHUS;

B) 06HapyXeH poCT MUKPOOPraHM3MoOB B OTpMLaTENIbHOM KOHTpO/ie (KOHTPO/lb CTEPUILHOTO pacTBOpU-
Tena/pasbaButena nau nutaTenbHoW cpefbl);

r) o6HapyXeHbl HeyJOBNeTBOPUTE IbHbIE POCTOBbIE CBONCTBA NMUTATE/NbHbLIX CPes;

[1) BbIIB/IEHbI OWINOKM NpU cTepuansaumm MaTepmarsnos.

Ecnu pesynbTaTbl UCMbITAHWA NPU3HaHbI HEJOCTOBEPHbLIMU (B C/lyvyae O06HapyXeHus owunboK B xoAe
aHanusa), ucnbiTaHne NOBTOPSAIOT HA YABOEHHOM KOoNnyecTse 06pasLos.

Ecnu B pe3ynbTaTe NOBTOPHOIO UCNbITAHUA He OGHapPYXXeH POCT MUKPOOPraHM3MOB, CUMTAIOT, YTO Npe-
napaT COOTBETCTBYeT Tpeb0BaHUAM UCMNbITAHUA HA CTEPUSILHOCTL. ECn B pe3ynbTaTe NOBTOPHOTO UCMbITAHUSA
o6HapyXeH pocT MUKPOOPraHu3moB (418 6M0N0rMYeckMx npenapaTos, COAepPXalinX XUBble MUKPOOPraHm3-
Mbl. — POCT NOCTOPOHHEW MUKPOIOPLI), CYATAIOT, YTO NpenapaT He COOTBETCTBYeT TpeboBaHNAM UCNbITAHNSA
Ha CTEPUTIbHOCTb».

(MYC Ne 7 2021 1)



MonpaBka k TOCT 28085—2013 CpeAcTBa /iekapCTBEHHbIE GUONOrMyeckme Ana BeTepUHaApHOro npu-
MeHeHus. MeTog, 6aKTepUosIOrMYecKoro KOHTPOSIA CTEPUTIBHOCTU

B kakom mecte HaneuaTtaHo [lo/kHO 6bITb
Mpeancnosue. Tabnuua corna- - TypKMeHUs ™ nasroccnyx6a
coBaHus «TypKMeHCTaHgapT/1apbI»

(MYC Ne 12 2021 r)
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