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MpeaucnoBue

Llenun, OCHOBHble MPUHLUMMNLI M OCHOBHOW MOPSAAOK NPOBEAEHMSA PaboT MO MEXrocynapCTBEHHOM
cTangaptudauum ycraHosnenol FOCT 1.0 — 92 «MexrocygapcTtBeHHas cucTemMa CraHaapTu3auuu.
OcHoBHble nonoxeHusa» u FOCT 1.2-2009 «MexrocyaapctseHHass cucrema craHgaprusauuun. CtaHaapThbl
MEXXIOoCyapCTBEHHbIE, NMpaBuna M pekOMEHZauuMu Mo MEeXroCy[apCTBEHHOW cTaHgaptu3auuu. lNpaeuna
pa3paboTku, NPUHATUS, NPUMEHEHUS, OBHOBIEHUS U OTMEHbBI»

CBeaeHus o cTaHpapTe

1 PASPABOTAH deaepanbHbiM rOCYy4apCTBEHHbLIM OIOAXETHLIM yUYpeXxageHnem «Bcepoccuinckuin
rocyfapCTBEHHbIV LIeHTp kayecTBa M cTaHgapTu3aumuu nekapcTBeHHbIX CPEeACTB AMS XXMBOTHLIX U KOPMOB»
(®IBY «BIrHKN»)

2 BHECEH d®epepanbHblM areHTCTBOM MO TEXHWYECKOMY PEeryrniMpoBaHuio U METPOSIOruun
Poccuiickon deagepauun

3 MPUHAT MexrocyaapcTBeHHbIM COBETOM MO CTaHAapTu3auuu, METPOrorMum U ceptudukaumm
(npotokon ot 25 mapta 2013 r. Ne 55-I)

3a npuHATUE NPOToNoCcoBarnu:

Kop cTpaHbl no MK CokpalleHHoe HauMeHoBaHue

Kpam&c}a(rza@gagﬁ%%?mo%ig? Bl 1o (nco 3;36) 004- HaLMoHanbHoro opraHa

no cTaHgapTusauyun
ApmeHus AM MuHakoHoMUKK Pecny6nukn ApMernus
Benapycb BY [occTrangapT Pecnybnukn Benapyco
Kuprusua KG KblprelacTaHgapTt
MongoBa MD Mongosa-CtaHgapt
Poccus RU Poccrangapt
TapXuKncTaH TJ TagxukcTaHgapT
Y3bekucraH uz Y3ctaHgapt

4 MpukasoM PegepanbLHOro areHTCTBa Mo TEXHUYECKOMY PEryfnMpoBaHUIO U METPONOTUM OT 28 UIOHA
2013 r. Ne 319-CT BBEJeH B AeNCTBUE B KAYE€CTBE HAUMOHANbLHOro craHgapra Poccuitckon ®eaepauumn ¢ 1
uionsi 2014 ropa.

5 BSBAMEH NOCT 28085-89

Ungopmayusi 06 usMEHeHUsX K HacmosweMmy cmaH0apmy nybnukyemcss 8 exXe200HOM
UHhOpMaUUOHHOM yKa3amerne «HayuornanbHble cmaHOapmbl», @ meKcm Uu3MeHeHull u rnornpasoKk — e
eXeMeCs4YHOM UHGOpMayUoHHOM YyKasamene «HayuoHanbHble cmaHOapmbi». B crniydae nepecmompa
(3amMeHbl) unu ommMeHbl Hacmosiwe20 cmaHlapma coomeemcmeyiouiee ysedomneHue 6ydem
OnybnuKoBaHO 8 EXEeMEeCAYHOM UHOPMAUUOHHOM yKasamene «HayuoHanbHble cmaHOapmbl».
Coomeemcmeyrowjasi uHopmayusi, yeeGomrieHue U meKkcmsl pa3mMewalomcest makxe 6 uHgopmMayuoHHO
cucmeme obuwie20 nonb308arHuss — Ha opuyuanbHOM caiime ®edeparibHo20 azeHmemea rno MexHU4eCKoMy
peaynuposaHuio u Memposioa2uu 6 cemu MIHmepHem

© CraHgaptuHdopm, 2014
B Poccuiickori Pegepauum HacTOSILMIA CTAHAAPT HE MOXET ObiTb MOMHOCTBLIO UMM YACTUYHO

BOCNpOU3BEieH, TUPAXUPOBaH W PACNpOCTPaHeH B KayecTBe ouuManbLHOro usnaHus Ges paspelueHusi
deaepanbHOro areHTCTBa no TEXHUYECKOMY PEryNIMPOBaHUIO U METPONOTUMU
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M EXTOCYADAPCTHBEUHHU B # CTAHAODAPT

CPELACTBA JIEKAPCTBEHHbIE BUOJIOTMYECKUE
ansa BETEPUHAPHOI'O NPUMEHEHUA

MeTon 6aKTepMOsIOrn4ecKOro KOHTPONs CTEPUSTLHOCTH

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

DNara BBeaeHuna — 2014 — 07 — 01

1 ObnacTtb NnpUMeHeHus

Hacrosiwmit cTaHgapT pacnpocTpaHsieTca Ha OMONnornyeckue neKapcTBEHHbIE CpeacTBa Ans
BETEPUMHAPHOrO NPUMEHEHUs (Janee — rekapCTBEHHble CPEACTBA), COAEpXalue WHAKTMBUPOBAHHbIE
MUKPOOPraHM3Mbl, U YCTaHABNUBAET METOZ, DaKTepUoNOrMiYeCKoro KOHTPOISi CTEPUNBHOCTMU.

[ns nekapcTBEHHbIX CPEACTB, COAEPXALUMX XUBLIE MMKPOOPraHM3Mbl, HaCTOSLMIE CTaHAapT
NPUMEHSIOT ANS ONpeaeneHnsa KOHTAMMHALMKM NOCTOPOHHUMK GakTepusimmn, rpubammu U Mukonnasmamu.

2 HopMmaTuBHbIE CCbINIKU

B HacrofiLleM cTaHaapTe UCNONb30BaHbI HOPMATUBHLIE CCbINKW HA Creaylowme CTaHaapThl:

FOCT 12.1.004—91 Cucrema crangaptHoi O6e3onacHocTu Tpyaa. lMoxapHas ©e30nacHOCTb.
O6wwue TpeboBaHus

rOCT 12.1.007—76 Cwucrema craHgapTHoii Ge3onacHocTu Tpyaa. BpeaHble Bewectsa.
Knaccudukauus n obwme tpetboBaHua 6€30nacHOCTH

rOCT 12.1.019—2009 Cucrema crangaptos 6esonacHoctu Tpyaa. dnektpobe3onacHocTb. Obwue
Tpe6oBaHUs U HOMEHKNaTypa BMAOB 3aLLUUTbI

[OCT 83-79 Hatpuit yrnekucnbln. TeXHU4EeCcKne ycrioBus

FOCT 177-88 Bogopoaa nepeknchb TexHuyeckad. TexHuueckue ycnosus

FOCT 2263—79 Hatp egkuin TexXHUYeckuin. TeXHUYecKme ycnosus

FOCT 2493-75 PeaktuBbl. Kanuii ¢pochopHOKMCHBIA ABY3aMeLleHHbIN 3-BOAHbLIA. TexHu4eckue
yCcnosua

FOCT 3118-77 Peaktusbl. Kucnota congHada. TexXHN4eCKue ycrioBus

[OCT 3164—78 Macno Ba3enuHoOBOE MeAULMHCKOE. TexXHUYEeCKNe yCrnoBus

FOCT 3760-79 Peaktuebl. AMMUAK BOAHbLIN. TeXHUYECKNe yCnoBus

FOCT 4159-79 PeakTusbl. Moa. TexHudeckue ycnosus

FOCT 4209-77 Peaktubl. MarHuin XnopucTblii 6-BOAHbIA. TEXHUYECKUE YCrOBUS

FOCT 4232-74 Peaktnsbl. Kanui noguctein. TeXHUYECKne ycrnoBus

[OCT 4233-77 Peaktusbl. HaTpun XnopucTbiin. TeEXHUYECKME YCITOBUA

FOCT 4234—77 Peaktusbl. Kanui xnopuctblit. TeXxHu4eckue ycrnosus

FOCT 4523-77 PeaktuBbl. MarHuii CEpHOKMCNbIA 7-BOAHbBIA. TEeXHMYEcKkue ycnosus

[OCT 6038-79 Peaktusbl. D-rntoko3a. TexHU4eckne ycrioBus

FOCT 6709-72 Boga guctunnupoBaHHas. TexHU4Yeckue ycrnosus

FOCT ISO 7218-2011 Mukpobuonorus nuLieBbIX NPOAYKTOB W KOPMOB ANA XMBOTHbIX. Obwue
TpeboBaHUA U peKOMeHZauUnmn Mo MUKPOOMONOrMYeckuM NccrnesoBaHuaM

FOCT 9871-75 TepMOMETpPbl CTEKMSHHbIE PTYTHblE 3NEKTPOKOHTAKTHbIE U TEPMOPErynAatopbl.
TexHu4eckne ycnosus

MOCT I1SO 11133-1-2011 Mukpobuonoruss nuWEBbLIX NPOAYKTOB M KOPMOB ANA XWMBOTHbIX.
PykoBogsiLume ykasaHWs MO MPUrOTOBSIEHUIO M NPOU3BOACTBY KynbTypanbHbix cped. Yactb 1. Obwwme
pyKoBOASLLME YKa3aHUs MO 0BecneYeHmio kKayecTBa NPUroToBNEHUA KyNbTypanbHbIX cpes B nabopatopuu

FOCT I1SO 11133-2-2011 Mukpobuonoruss NUWEBLIX MNPOAYKTOB W KOPMOB ANS XMBOTHbIX.
PykoBoasiLe ykasaHus N0 NPUroTOBMEHUIO U MPOM3BOACTBY KynbTyparnbHbIX cpea. YacTb 2. MNMpaktnyeckue
pyKoBOASILLME yKa3aHMsi NO NPUrOTOBIIEHUIO U NPOU3BOACTBY KynbTyparnbHbIX cpef. Yactb 2. NpakTtuyeckue
pykoBoOASiLLME YKa3aHUS NO 3KCNSIyaTaLMOHHBIM UCTILITAHUAM KyNbTypanbHbIX Cpea.

U3pnaHue ocbnunanbHoe
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FOCT 11773-76 Peaktusbl. HaTpuin ocopHO-KUCNbIN ABY3aMeLLEHHbIN. TeXHUYeckue ycnosus

FOCT 12026—76 bymara punbTpoBansHas naboparopHas. TexHu4eckue ycnoeus

FOCT 13805-76 lNMenToH cyxoi hepMEHTaTUBHbIN ANnst GakTepuonoruvyeckux uenen. TexHudeckue
ycrnoBus

FOCT 17206-96 Arap MMKpOOUONOrMYECKUin. TEXHUYECKNE YyCroBUA

FOCT 18300-87 CnupT STUNOBLIA PEKTUUKOBAHHBIN TEXHUYECKUIA. TeXHUYeCcKne ycnosmus

FOCT 20730-75 lMutaTenbHble cpeabl. BynbOH MACONENTOHHLIN (ANS BETEPUHAPHLIX UEnein).
TexHu4eckne ycrnosus

FOCT 24104- 2001 Becbl nabopartopHble. O6Lme TexHu4eckue TpedosaHus

FOCT 25336-82 E [MMocyaa u oGopyaoBaHue nabopaTopHble CTeKNsHHble. Tunbl, OCHOBHLIE
napameTpsl U pasmepsbl

FOCT 29112-91 Cpeabl NuTaTenbHbIE MNOTHLIE (ANA BETEPUHAPHBIX Lenen). O0Lme TexHu4yeckue
yCrnoBus

FOCT 29230-91 Mocyna naGopaTopHasa cCreknsHHas. [uneTku rpagymposaHHble. Yactb 1V.
MuneTku BblAYBHbIE

MpumedyaHue —Tlpu NONL30BAHUM HACTOALLMM CTaHAApPTOM LienecoobpasHo NpoBepUTb
[eNCTBNE CCbINIOYHbIX CTAHAAPTOB B MH(POPMALIMOHHON cncTeMe obLLero nonb3oBaHua — Ha ohULManLHOM
caiite defepanbHOro areHTCTBa Mo TEXHUYECKOMY PErynupoBaHU0 U METPONOrMu B ceTn MIHTepHET unun no
eXerogHo u3gaBaemMoMy MWH(OPMaLUMOHHOMY ykasatenio «HauuoHanbHele CTaHAapTbl», KOTOPbIN
ony6rnMKoBaH MO COCTOAHMIO Ha 1 SHBapA TEeKywero roga, M MO BbINYCKAM €XEMEeCAYHOro
MHPOPMALMOHHOIO ykasatens «HauuoHanbHble CTaHAAPThI» 38 TEKYLUWIA roa. Ecnu cCbinovHbli ctaHaapt
3aMeHeH (M3MEHEH), TO npW MOSIb30BAHUM HACTOALMM CTaHJapTOM CrneayeT PyKOBOACTBOBATLCA
3aMEHAIWUM (M3MEHEHHbIM) CTaHAapToM. Ecnu CCbiNOYHbIf CTaHaapT OTMEHeH 6e3  3aMeHbl, TO
NONOXEHWe, B KOTOPOM AaHa CChIIKA Ha HEro, NPUMEHSIETCA B YaCTU, HE 3aTparuBaloLLen 3Ty CCbINKy.

3 YcnoBus BbINONHEHUA UCNbITaHUM U TPeboBaHUA 6e30NacHOCTU

3.1 YcnoBuA BbINONTHEHUA UCNbITAHUNA

3.1.1 O6uwue TpeGoBaHWs npoBeaeHMst MuKpobBuonormyeckoro awanusa M pabotbl C
mMukpoopranuamamum lll — IV rpynn natoreHHoctn — no FOCT ISO 7218.

3.1.2 WcnbiTaHue Ha CTEepUNbHOCTb MNPOBOAAT B aCENTUYMECKUX YCNOBUSIX, 4TODObI u3bexarb
MUKPOOHOM KOHTaMMHALUKM BO BPEMSi NMOCEBA, UCMONb3ys NaMuHAp-60KC, BOKC unu 4ucTtoe nomMeLleHue
Knacca «B».

3.1.3 TpeboBaHus k nepconany — no MOCT ISO 7218 u [1].

K npoBeaeHMi0 MCMbITAHUW [0ONYCKATCs KBanUUUUPOBAHHbLIE COTPYAHUKM, UMEIOLUE ONbIT
paGotbl ¢ Mukpooprauusmamu |l — IV rpynn natoreHHOCTH, U3yvuBLUME METOAMKM MUKPOOBUONOrUYECKUX
pabor.

3.2 Tpe6oBaHua 6e3o0nacHOCTU

3.2.1 TpeGoBaHus G6esonacHoctu npu pabote ¢ xuMu4eckumm peaktusamu — no MOCT 12.1.007, ¢
anekTpoo6opyaosaHuem — no MOCT 12.1.019. TpeboBaHua noxapHou 6esonacHoctu — no FOCT 12.1.004.

3.2.2 MNpu HapyweHnn LenocTHOCTU amnyn (OnakoHOB) U 3arpsasHEeHUM NpenapaTtoMm NOBEPXHOCTU
cTOna, Ha KOTOPOM NPOBOAAT UCMbITaHWEe, He0BX0AUMMO NPOBECTU 0OPaBOTKY 3arpA3HEHHON NOBEPXHOCTU 70
%-HbIM pacTBopom atunosoro cnupta no FOCT 18300, pactBopom xnopamuHa b coaepxaHueMm akTUBHOrO
xnopa AX He meHee 26 %, 6 %-Hbim pacTtBOpoM nepekucu soaopoga no FOCT 177 wnu apyrumu
AesnHduuympyowmmn  cpeacrsamu, obecneunBalroLLUMKM YHUUTOXKEHUE Mukpoopranmusmos Il — IV rpynn
NaToreHHOCTU.

4 CywHOCTb MeToaa

CyLuHOCTb MeToaa 6aKTepuonoruyeckoro KOHTPONsi CTEPUNbLHOCTU M ONpeaeneHns KOHTaMuHauum
3aKnoyaeTca B MUKPOOMONOrMYECKOM oueHKke Hanuuusa Gaktepuii, rpuboB M MUKONNa3M B BbiCEBax
NeKapCTBEHHbIX CPEACTB HA NUTATENbHbIE Cpefbl.

5 Cpepacrsa usmepeHuin, annaparypa, Matepuanbl, Peaktuebl U KynbTyparbHble cpeabl

5.1 ina nposBegeHna ucnbiTaHUs NPUMEHSIOT:

- BECbl CO 3HAYEHUEM CpeaHero KkBaapaTuyeckoro otknoHeHus (CKO), He npesbiwatowmm 0,03 mr u
C MNOrpeLUHOCTbIO OT HENUHEWHOCTU He Gomee + 0,06 Mr nNO AOKYMEHTaUWW W3TOTOBUTENSA WMMW BECHI
na6opatopHble no FTOCT 24104;
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- WKad cyLuMnbHbIA nabopaTopHblii ¢ Arana3oHOM aBTOMAaTUYECKU NOAAEPKMBAEMOl TEMMNepaTypbl
Harpeea oT 50 °C go 200 °C; norpewHocT crabunusauun Temnepatypbl B pabodeirt kamepe npu
ycTaHoBMuBLUEMCS pexxume 3 °C;

- TEPMOMETPbI PTYTHbIE CTEKMAHHBLIE SNEKTPOKOHTAKTHLIE C AMana3oHOM U3MEepeHus TemnepaTypsl
ot 50 °C go 200 °C 1 ueHoun genexusa 1 °C no FOCT 9871;

- TepMOMETPbLI MakcumMansHsle Tuna CM-83 M ¢ guanasoHom namepeHus Temneparypsl ot 50 °C o
250°C u ueHoii aenenus 1 °C;

- wkac naMmuHapHebii 1l knacca 6Buonormieckon onacHocTH;

- TepMocCTaT O9neKTPUMYECKMiA C aBTOMATUYECKUM TEpMOPEerynaTopoM, obecneynsaloLmnii

nogaepxaHue Temneparypbl Harpesa ot 20 °C go 55 °C no FOCT ISO 7218;
- pH-MeTp ¢ TOUHOCTLIO KanuBposku + 0,1 ea. pH npu Temneparype ot 20 °C 1o 25°C no MOCT ISO 7218;
- LUCTUNNATOP;

- WTaTUBbLI ANs NPOGMPOK METanNNUYEecKue Unu M3 NorMMEpPHbIX MaTepuaros;

- xonoaunbHUK GbiToBol no MOCT ISO 7218;

- MMNETKU MEPHbIE BMECTUMOCTbIO 1 1 2 oM’ no FOCT 29230;

- ONaKoHbI CTEKNAHHbIE BMECTUMOCTLIO 100 1 200 CM3;

- npobupku cTeknsHHele no FOCT 25336;

- BOPOHKM CTekNAHHbIe no FOCT 25336;

- TPyLUN PE3UNHOBGLIE;

- bunbTpbl 4N MemOpaHHOi hunbTpaumu;

- annapart KpoToBa;

- Bymary chunstpoBanbsHyto no FOCT 12026;

- BOAY BOAOMPOBOAHY!IO;

- BOAYy guctunnuposaHHyto no FOCT 6709;

- HaTpui xnopuctbivi no FTOCT 4233;

- HaTpun yrnekucnoli no FOCT 83;

- HaTpuA rmapookuce no FOCT 2263;

- HaTPUSA TUOTTIUKONSAT;

- HaTpuA pes3asypuH;

- HaTpua rmapodocdat no FOCT 11773;

- kanui xnopucteii no NOCT 4234,

- kanus gurnapodocdat no FOCT 2493;

- MarHui cepHokucnbin no FOCT 4523;

- marHui xnopuctbii no FOCT 4209;

- Kanbums xnopug 6e3BoAHbIN;

- kanui noaguctein no FOCT 4232;

- ammuak BoaHelii no MOCT 3760, pacTteop MaccoBoi gonen 10 %;

- kucnoty congHyto no FOCT 3118, pacteop maccosou gonen 1 % — 2 %;

- KUCNOTY TUOTIUKONEBYIO;

- Bogopoaa nepeknck no FOCT 177, pacteop maccosow gonen 3 % u 6 %;

- noa kpucrannuyeckuin no FOCT 4159;

- D-rnioko3y no MOCT 6038;

- [MIOKO3bl MOHOFMAPAT;

- macno BasenuHosoe no NOCT 3164;

- XNIOpaMuH, pacTBOp MaccoBou aonei 26 %;

- cbeHon, pactBop maccoBoin gonen 3 %;

- U3BECTb XIOPHYIO MacCOBON 0NN akTMBHOIO xropa He MeHee 32 %;

- COAY KanbLUMHUPOBAHHYHO;

- NOPOLUOK CTUPASbHbIN;

- (PYKCWUH OCHOBHOM;

- cpeay TUOrTNMKONEBYIO;

- arap MsICO-MENTOHHbIA MaccoBoi gonen rmwoko3bl 0,5 % (MMA) no FOCT 29112;

- BynbOH MACO-NENTOHHbLIA MACCoBOW Aonei rnoko3el 0,5 % (MIMB) no FTOCT 20730;

- BynbOH MACO-MENTOHHbIA MNEYEHOYHbIN NOA Ba3ErIMHOBLIM MaCcroM MaccoBOW Aornen rmiokosel 0,5 %,
arapa 0,2 % (cpena Kutt-Tapouum);

- cpeay Cabypo;

- cpeabl Ans 06HapyXeHMSA MUKONNAa3M:

cpeay Xendnuka;
cpeny Ppes;
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cpeay dpuca;

- arap mukpo6uonorudeckuii no FOCT 172086;

- NenTOH cyxoW chepmeHTaTuBHbIN Nno FTOCT 13805;

- Ka3euHa rMaponumaaT naHkpeaTudeckuii unu nentoH MapreHa;

- 9KCTPAKT APOHOKEBOW;

- pacTBOp UMCTeMUHa rugpoxnopuaa koHueHTpauuein 10 F/JJ,MS;

- KUCNOTY 4€30KCMPUBOHYKIEUHOBYIO, CTEPUNBHbLIN PACTBOP KOHLEHTpauuen 2 r/am>;

- NEHULUMINNH KOHUEeHTpaumen 20000 ME/cm?;

- pactBop B-HukoTMHamMuaageHMHAMHYKNEeoTAa KOHUeHTpauuen 10 r/CM3;

-0,9 %-Hblii paCTBOP HaTPUS XNOPUAa U3OTOHUYECKUNR;

- DEAE — pekcTpaH;

- cepfiLe roBsXbeE;

- 9KCTPaKT MO3ra TerneHka;

- CbIBOPOTKY JOLUAAWHYIO CTEPUITBHYIO;

- CbIBOPOTKY CBUHYIO;

- MyKU COEBOW M pOnNu3ar;

- ONoTHH;

- KanbLWA NaHTOTeHaT;

- XOfMHa Xnopua;

- KUCNOTY honunesyio;

- i-Ho3uT;

- HUKOTMHaMWUA;

- MMPUAOKCHHA TMAPOXIopua;

- pubodhnasuH;

- TMaMmHa rugpoxmnopug.

5.2 [lonyckaeTcs NpUMEHeHue Apyrmx CpeacTs U3MEPEHUn C METPONOrMYECKUMU XapakTepucTukaMm
1 06opyaoOBaHUA C TEXHUYECKMMU XapaKTepUCTUKaMu, a Takke MaTtepuarioB U peakTMBOB MO KayecTBY He
HWKE YKa3aHHbIX.

5.3 [onyckaeTcss MCMOMb30BaHWE FOTOBbIX U CyXMX MUTATENbHLIX CpeA, NpeAHa3HaYeHHbIX AN
yKa3aHHbIX Lienei, a Takke cpel, NPUroToBEHHbIX N0 NPONUCU NPOU3BOAUTENS.

5.4 BmecTto 06opyaoBaHUs U matepuanoB MHOFOKPaTHOrO UCNONbL30BaHuA (Yawek Metpu, nuneTok,
npobupok, nakoHoB, BYTbINOK) MOXET UCNONb30BaTLCA 04HOPa3oBoe 06opyaOBaHME U MaTepuansl, €cnu
OHMW aHanorn4Hbl N0 TEXHUYECKUM XapaKTEPUCTUKAM, NOAXOAAT AN UCMONb30BaHMA B MUKPOOUONOrUM u He
cojepxaT BeLeCTB, NOAABNAIOWUX POCT MUKPOOPTaHM3MOB.

6 OT60p M NoaroToBka Npo6 AnNa ucnbiTaHUsA

6.1 Ona wucnbiTaHua oTbupatoT npobbl NEKAPCTBEHHOrO CpPeacTBa B KONMYECTBE, YKA3aHHOM B
Tabnuue 1, ecnu HeT ApYrMx ykasaHud B HOPMATMBHOM [OKYMEHTE Ha KOHKPETHOEe neKapCTBEeHHOe
CpeacTBso.

Tabnuua 1 — Konuyecteo obpasuoB (amnyn, ONakoHOB) ANA NPOBEAEHMSA aHanu3a oOT cepun
UCCNEeaYEMOro JiekapCTBEHHOro CpefcTBa

KONMYeCTs0 eanHmL 8 cepum Konuuyecteo eguHuL, Aaglrepgaenel-mn aHanusa, He
He 6onee 100 10 % wnu 4 wr. (6epyT HaubonbLLee)
Ot 100 go 500 10 wr.
Bonee 500 2 % wnu 20 wr. (6epyT HaMMeHbLLEE)

Mpu BCKPbITUM NpoOblI He AONYCKAT €ro KOHTAMWHALMIO MWUKPOOPraHuamMamu, KOTOpble MOryT
Haxo4WTbCA HAa €ro BHELUHEH NOBEPXHOCTM. AMnNynbl U Npobku hnakoHoB npotupatloT 70 %-HbiM
PEKTUPUKOBAHHBIM 3TUMOBLIM CIIMPTOM U (hNnamonpyor.

6.2 MpoBbl Cyxux NekapcTBEHHbIX CPEACTB NPeaBAPUTENBHO PA3BOAAT CTEPUINBHLIM PACTBOPUTENEM
(0,9 %-HblM M30TOHMYECKUM PACTBOPOM XNOpUAA HATpus WU AUCTURNUPOBAHHONI BOAOW, €CIIU HE YKa3aHo
[Apyroro B HOPMaTUBHOM JOKYMEHTE Ha KOHKPETHOE NekapCTBEHHOE CPeaCcTBO) A0 NepBOHaYanbLHoro obbema,
YKa3aHHOTO Ha STUKETKE.

6.3 BbICEB >XWUAKUX NEKAPCTBEHHBLIX CPEACTB NPOBOAAT HEMOCPEACTBEHHO U3 KaXao0ro hnakoHa unu
amnyrbl.
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6.4 [Ina noceea Ha Kaxaylo MUTaTenNbHYIO Cpeay UCMONb3YIT KONMMYECTBO uccneayemoii npobbl,

npuBegeHHoe B Tabnuue 2, ecnu HeT APYrMX YKasaHuid B HOPMAaTUBHOM AOKYMEHTE Ha KOHKPETHOe
neKkapCcTBEHHOE CPeAcCTBO.

Ta6nuya 2-MuHUManbLHoOe KOMYecTBo Npobbl AMNs NOCEBA HA NUTATENbHbLIE CPEbl

Konuyectso ﬂeKapCTBeHHOgO cpeacrea B ynakoBke, KonuyectBo npo63b|
CM Ang nocesa, CMm
MeHee 1 Becb 06bem
1-4 Y coaep>xumoro, HO He MeHee 1
5-19 2
20-100 2-4
Bonee 100 10

MpuMmevyaHnune — OObeM nuTaTenbHOM Cpedbl Ans noceea AormkeH B 10 pa3 npeBblwaTb
o6bem npobbl.

7 MNoAarotToBKa K UCNbITaHUIO

7.1 NMoagroToBka nnlaéopaTopHON Nocyabl

7.1.1 HoByIO CTEKNsAHHYIO NabopaTopHyI0 NOCyay KUNATAT B Te4eHue 15 MuH B AUCTUNNUPOBAHHON
BOAE, MOAKUCIEHHOW pacTBOPOM COSITHOW KMUCAOTbI, 3aTeéM MNPOMbIBAIOT BOAONPOBOAHOW BOAOW U MOIOT
epLIoM B MbIIbHO-COAOBOM pacTeope no 7.3.2. MNocne 3Toro nocyay TLATENbHO MNPOMBLIBAKOT CHavana
BOAONPOBOAHOW BOAOK, a 3aTEM TpU pasa AUCTUNNMPOBAHHON BOAOW, BbICYLUMBAIOT U CTEPUNUIYIOT.

7.1.2 CtepunuayloT nocyay B astoknase npu 0,15 MMNa B TeyeHne 60 MUH nnu CyLIMNBHOM LKAy
npu Temnepatype (170 £ 5) °C B Teuenue 120 MuH.

7.2 NMoagroToBka 6oKca

7.2.1 ExxeqHeBHO 60kC u npeabOKCHUK NOABEPraloT TwaTenbHon y6opke U aesnHdekummn 3 %-HbiM
pacTBOpOM MNEPEKUCU BOAOPOAA WNKU APYrMMWU CPEeACTBAMW aHanorM4HoOro AenWcTeua ¢ cobniogeHnem
TpeboBaHuii TeXHUKU 6e30nacHoOCTH.

Hopma pacxopga aesunduumpytowiero pacrsopa 7 — 100 cMIM? npu BnaxHon ybopke. Pacteop
rOTOBAT HENOCpeaACTBEHHO nepea NPpUMEHEHUeM.

7.2.2 Jonyckaetca ae3vmHdpuumpoBaTth BOKC ropsiium MbINbHO-COAOBLIM PacTBOPOM Temnepartypon
50 °C — 60 °C no 7.6.2 unu aHtucenTonoMm no 7.3.1. B kaxaom 6Gokce AOMKHLI ObiTb YCTAHOBMEHSLI
BakTepuumaHsle namnel u3 pacdyera 2,0 —2,5B Ha 1 M>. Mamnb pasmeLLaloT Ha NOTOMKe U Ha cTeHax. bokc
obny4yaloT 40 Hayana nposeAeHus ucnbitaHus B Tedenue 1,5 — 2,0 4. Bo Bpemsa npoBeAeHUA UCNbITAHNA
namnbl JOIKHbI ObITb BbIKMIOYEHDI.

7.2.3 Yucrory BO3gyxa B OOkce npoBepsAlOT OAMH pa3 B HeAeni, UCNonb3ya annapatbl,
npefHasHaJyeHHble Ana aTMx uenen (annapat KpotoBa u ap.) unu mMeToaOM 3Kcnosuuuu vawek Metpu ¢
TBEpAbiMM nuTatenbHbiMu cpeaamu (MMA, MIMB, cpeaga Cabypo) ¢ nocneaylowmm KynbTUBUPOBAHUEM B
TepmocTtate npu Temnepatype (37 + 1) °C B TeueHue (24 * 2) 4 U ONPeAENEHMEeM KONMUYEeCTBa BbIPOCLLIMX
KOJTOHWI U BULOBOIN NPUHAANEXHOCTU MUKPOOPraHU3MOB (CEAMMEHTALMOHHbLIN METOA).

7.2.4 [onyckaeTcqd MNPUMEHATbL JApyrMe MeToAbl NpoBepku  ODOCEMEHEHHOCTM  BO3Ayxa
MWUKpOOpPraHu3amamMmmu, Harnpumep acnupauWoHHbIi MeToZ, NpeAcCTaBnAlWuin coboil uccneaoBaHme npood
Bo3ayxa o6bemom o 100 M~ nocpeACTBOM MpPOCacbiBaHMS BO3Ayxa 4epe3 (punbTpbl C NOCMEAYIOLUM
BblAesfleHneM U BbICEBOM MUKPOOPraHuamoB no 7.2.3.

7.2.5 [JonyckaeTca Hanuuume He Oonee Tpex KOMOHUW Ha uvawke [leTpu npu uccrneaoBaHWUm
CelMMEHTALMOHHLIM METOAOM U He Gonee 500 KOE/M® npu uccnegoBaHuM acnupauMoHHbLIM MeToAoM. MNpu
MPEBbLILLEHNN YKa3aHHbIX 3HA4yeHuit o0bCeMeHeHHOCTM Bo3ayxa B Ookce paboTy npexpallaior M npoBOAAT
KOMMMEKC  CaHWTapHO-TMIMEHUYECKUX  MEPOMNPUSATHIE C  NOCNEAYIOLUM  KOHTPONEM  MMKpPOOHOM
06CceMeHEeHHOCTU BO3ayXa.

7.3 MNpurotoBneHue aHTUCENTUYECKNX PacTBOPOB

7.3.1 MpuroToBneHue pacTBopa aHTUCENToONa

[na npurotoBneHnsa pacrteopa aHtucentona GepyT pacTBOp XSIOPHOW U3BeCTU MaccoBow gonen 50 %
M pacTBOpP KamnbLWHMPOBAHHOW COAbI MaccoBoW aonei 5 %, cCnNUBAOT B paBHbiXx obbemax W nepen
npuMeHeHnem pastaBnalT BOAONPOBOAHOM BOAOWM B COOTHOLWEHUM 1:50.

7.3.2 MpuroToBneHue MbISIbLHO-CO4OBOro pacTeopa

[Ina NpuroToBneHus MbiNbHO-coa0BOro pacteopa 6epyt 10 r coabl, 10 r cTupanbHOro nopowka u 5
cM° HaLLATBIPHOTO CIUPTA, PAacTBOPSAIOT B 1 AM® BOAONPOBOAHOI BOZADI.
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7.4 O6wme Tpe6oBaHuA, NpeabABNAEMbIe K MPUrOTOBIIEHUIO M XPAHEHUIO NUTaTENbHbIX cpea

7.4.1 OOwwme pykoBoasALME yKasaHUs M0 OOecrneyYeHuto KavyecTBa MPUrOTOBIIEHUS, a TaKkxke
UCMbITAHUIO MVIKpO6I/I0ﬂOFVI‘-IeCKI/IX KpUTEpMUEB Ka4yecTBa, POCTOBbLIX N CENEKTUBHbIX CBOWCTB MUTATENbHbIX
cpep —no MOCT ISO 11133-1 n MOCT I1SO 11133-2.

7.4.2 ToTOBUTb NUTaTENbHbIE CPeAbl CeayeT CTPOro NPUAEMKNBAsACb NPUBEAEHHOW peuenTypbl, a
CyXUe nuTaTernbHble CpeAbl — COMMacHO MWHCTPYKUMM MO MNPUMEHEHWIO OpraHnM3auuu-npou3BoguTens.
Heo6xoaumblii pH nuTaTenbHbIX CPe YyCTaHaBMUBAIOT Npu Temnepatype (25 + 2) °C. Cpeasbl CTEPUNNSYIOT B
aBToKnase B TeveHue 15 MuH npu Temnepartype 121 °C, ecnu HeT Apyrux yKasaHuii B HOPMATUBHOM
[IOKYMEHTE Ha KOHKPETHOE fiekapCTBEHHOE CPeacCTBO.

7.4.3 MNocne crepunu3aumn He MeHee 5 % npoBGUPOK UMK Yaliek OT KaXaow napTuM NUTaTenbHOM
cpeabl MOMELLAIOT B TEPMOCTAT U MHKYOUPYIOT B TeYeHne 14 CyT, napannensHo ¢ NOCEBOM Ha CTEPUSIbHOCTDb.

7.5 MpurotoBneHne nUTaTesibHbIX cpen

7.5.1 MpuroToBneHue cMecu BUTAMMHOB

Onsa npurotonexnus cmecu ButammHoB Gepyt 100 mr 6uotuHa, 100 mr naHToTeHaTa kanbuua, 100
Mr xrnopuga xonuHa, 100 mr conueson kucnotbl, 200 Mr i-MHo3uTa, 100 Mr HukoTuHammaa, 100 mr
rmapoxnopuga nupuaokcuHa, 10 mr pw6oq)naBMHa 100 ™Mr rmapoxnopuga TUaMMHa, CMELUMBAIOT B
CTEPUIIbHbIX YCNOBUAX M A0BOAAT 0OBLEM pacTBOpa CTEPUNBHON AUCTURNUPOBaAHHON Bogon Ao 1000 om’.
FOTOBYIO CMECh CTEPUNM3YIOT aBTOKNAaBUPOBaHUEM B TeueHue 10 — 15 mun npu 110 °C. Ucnonb3syeTcs kak
KOMMOHEHT Npu NPUroTOBMEeHUn cpeabl dpes.

CpOK XpaHeHUs CMeCu BUTAMUHOB B 3aLLUULLEHHOM OT CBETa MeCTe Npu KOMHATHOW Temnepartype —
He Gonee 1 Mec.

7.5.2 NMpurotoBneHue 6ynboOHa 3KCTPAKTa rOBAXbLEro cepaua

Ons npurotoBneHns B6ynboOHA 3KCTPaKTa roBsXbero cepaua cMewmsalot 500 r roeskbero cepaua,
10 r dhepMeHTaTMBHOIO NENTOHA, 5 r xnopuaa HaTpus, 40BOAAT 06beM pacTBOpa AUCTUNNUPOBAHHOW BOAOM
Ao 1000 cm®, CTEPUIM3YIOT aBTOKNABUPOBaHMEM B TeueHue 15 MuH npu Temneparype 121 °C n dunbTpylot
yepes BaTHO-mMapneBblii PUNbTP. MCNOnb3yeTca Kak KOMMNOHEHT ANA NPUTrOTOBNEHUA cpeabl Xeidnuka.

7.5.3 MpuroTtoBneHne c6anaHCMpPOBAHHOrO COSIEBOro pacTeopa X3Hkca (MoanuLMpPOBaHHOIO)

Ana npurotoBneHna cb6anaHcMpoBaHHOTO MOAUMULMPOBAHHOTO CONEBOr0 pacTBopa XaHkca Gepyt
6,4 r xnopuaa Hatpusa, 0,32 r xnopuaga kanua, 0,08 r cynocpara mardun, 0,08 r xnopuaa maruusa, 0,112 r
GessogHoOro xnopuaa kaneuusa, 0,0596 r rmppodpocchar Aurmapara Hatpus, O, 0048 r 6e3BogHOro
aurnapocdocdara kanusa u 4OBOAAT 06beM pacTBOpa AUCTUNNMPOBAHHOM BoAoW A0 800 om’.

CTepunuayloT METOAOM MEMOpaHHON UNbTPaLMK, M3NOXKEHHLIM B pa3aene 9.

Mcnonb3yeTcs kak KOMNOHEHT Ans NPUroToBneHus cpeabl dpuca.

7.5.4 MpuroToBneHue 6ynboHA U3 3KCTPAKTa cepaua U MO3ToB

Ons npurotoBneHust bynboHa U3 aKCTpakTa cepaua u Mo3ro 6epyT 200 r sKkCTpakTa MO3ra TENeHka,
250 r akcTpakTa rossimero cepaua, 10 r cdhepMeHTaTMBHOIO NENTOHA, 2 © MOHOrMaparta rfokosbl, 5 1
xrnopuaa Hartpus, 2, 5 r 6essogHoro rugpodocdara HaTpusa u 4osoasaT o6bveM pacreopa ,qucmnnuposauuou
BOAO A0 1000 cm>. CTepunuayioT aBTOKNaBUPOBAaHWEM B TedeHne 15 MuH npu Temnepatype 121 °C u
OUMLTPYIOT Yepe3 BaTHO-MaprneBblii hunbTp.

McnonbayeTtcsa ana npurotoBneHus cpeabl dpuca.

7.5.5 MNpurotoBnenue 6ynboHa PPLO

Ons npurotoBnewua OynboHa PPLO 6Gepyt 50 r oakcTpakta rossxbero cepgua, 10 r
cbepmeHTaTM BHOTO NENTOHA, 5 I xnopuaa HaTpusi U 40BOAAT 06bEM pacTBoOpa ,qucmnnupoaauuom BOAO¥ 10
1000 cm>. CTepunuayioT aBTOKNAaBMPOBAaHUEM B TeueHne 15 muH npu Temnepatype 121 °C u dunbTpyloT
yepes BaTHO-MapneBbin PUNLTP.

McnonbayeTtcsa ana npurotoBneHus cpeabl dpuca.

7.5.6 MpuroToBneHue XMAKON TUOTTIUKONEBON cpeabl

Ona npurotoBneHus Xuakow Tuornukonesow cpeabl Gepyt 0,50 — 0,75 r  L-uucreuna, 0,75 r
rpaHynupoBaHHOro arapa MaccoBol Aonel Braru He Gonee 15 %, 2,5 r xnopuaa HaTtpusi, 5,0 r MOHormapara
rnoKo3bl, 5,0 r BOAOPACTBOPUMMOTO A PO)OKEBOrO 3KCTpakTa, 15,0 r naHeraTuquKoro rmgponusara KkaseuHa,
TUOrnuKoneeson kucnotol, 0,3 oM’ unm TwornwKonﬂTa HaTpusa, 0,5 - 0,75 CM noBoAAT 06beM pacnaopa
auctunnuposaHHon sogon o 1000 oM’ u HarpeBaloT 40 NOMHOro pacreopeHusn. 3atem gobaensior 1,0 om®
CBEXEenpuroToBneHHOro pacreopa pesasypuHa Hatpusa (1 : 1000), nepeMeLumBaloT U pasnuBaioT B NpoBupku
COOTBETCTBYOLIEr0 06beMa. Cpealy aBTOKNaBMPYIOT npu Temnepatype 121 °C B Teuenmne 15 mun, pH cpegpbl
nocne crepunusauum (7,0 £ 0,2).

7.5.7 MpuroToBneHune XUAKON COEBO-Ka3eMHOBOW cpeabl

[ns npurotoBneHus >KMAKOW COEBO-ka3euHoBow cpeabl Oepyt 17,0 T naHKpeaTU4ecKoro
ruaponusara kaseuHa, 3,0 r rmgponu3sara coesoin Myku, 5,0 r xnopuaa Hatpua, 2,5 r xnopuga kanusa, 2,5 r
Kanus cocdpata ABy3ameLeHHoro, 2,5 r rmoko3bl, 40BOAAT 06bEM pacTBOpa AUCTUINNUPOBAHHOW BOAOW A0
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1000 cm® HarpesaloT A0 I'IOJ1HOI'0 pactBopeHuss. OxnaxgaloT A0 KOMHATHOW Temnepartypbl. Ecnu
Tpebyetca, aobGasnaioT 1 monb/am® pacTBop eakoro Hatpa, 4tobbl pH nocne crepunusauum 6uin 7,3 £ 0,2.
PUNLTPYIOT ANA NONYYEHUA NPO3PAYHON Cpefbl, Pa3nMBAlOT N0 Npobupkam M CTEpUnu3yioT B aBTOKIaBe
npu Temnepatype 121 °C B TeueHne 15 mun.

Ana nonyyeHua arapu3oBaHHOW NUTATENbLHOW CpeAbl K NPUrOTOBSIEHHOW XXMAKOW COEBO-KA3eUHOBOM
cpeae ao6asnsaoT 10 — 20 r arapa.

7.5.8 MpurotosneHue xuakon cpeabi Cabypo

Ana npurotoBneHus »xuakon cpeabl Cabypo B 1000 om® AVCTUNNMPOBaHHOM BoAbl aobasnswoTt 10 r
CyX0oro (hepmMeHTaTMBHOrO NEeNTOHA, KUMATSAT B TeYeHue 10 MuH, cunbTpyioT, npubaensaioT 40 r
rNIOKO3bl, YCTaHaBNMBAIOT CONMAHOM KucnoTtol maccosow aonen 1 % — 2 % pH (5,6 = 0,2), pasnusaioT B
CTepunbHbIe NPOBUPKN 1 CTEPUAN3YIOT aBTOKNAaBUPOBaHUEM Npu TemnepaTtype 121 °C B Teuenue 15 muH.

Ana nonyyeHua arapu3oBaHHON NMUTATENbHOW CPeabl K NPUroTOBNEHHON Xwuakoi cpeae Cabypo
pobasnsaot 10 — 20 r arapa.

7.5.9 NpurotoBnenue cpeabl Xenpnuka

7.5.9.1 Ana npurotoBneHnsa XmMAKon cpedbl Xeldrnvka roToBsT OCHOBY cpeabl: 6epyt 90, 0 om®
6yl‘|b0Ha M3 9KCTpakTa roesxbero cepauya, 10,0 om® ,qpo»oxesoro 9KCTpaKTa KOHUeHTpauuen 250 r/am>, 5,0
cMm® pacTBopa (hpeHONOBOrO KPaCHOro KOHLiEHTpaumeii 0,6 r/am°, nooasiT AO KUNEHUA W KUNATAT B TeYeHue
10 MuH. Cpeay CTEpUNU3yIOT aBToKNasuposaHnem npu temneparype 121 °C B Teuenme 15 MuH.

7.5.9.2 3atem 0CHOBY Cpeabl OXNaxaaloT Ao Temneparypbl 40 ° C — 45 °C u gobasnsior 20,0 cm
CTEepPUITbHON nowa.quHou CbIBOPOTKM, HE MOABEPrHYTOW HAarpeBy W MNPOBEPEHHOW Ha KOHTaMWHALUIO
MUKQnnasmamu, 1,20 cm® cTepunbHOro pacrsopa nesoxcmpuﬁouymemoaou KACNOTbl KOHLUEHTpauuen 2
r/,cuvl n 0,25 oM® NeHNUMNNNHA ¢ coaepxaHuem nexHvuunnuia 20000 ME/cm®. 3Hauenme pH posopar po 7,8
pacTBOpPOM €KOro HaTpa MaccoBoW KOHUeHTpauuen 10 %. Cpeay He CTEPUNU3YIOT.

7.5.9.3 Ona npurotoBrneHus TBe?,CIOM cpeabl K OCHOBe Xuakon cpeabl Xendnuka no 7.5.9.1
[06aBnsaT arap B KOHUeHTpauumn 15 r/igm”, crepwnusylm aBTOKnaBMpOBaHMeM npu Temneparype 121 °C 8
TeueHne 15 MUH, OXNaxaaloT A0 Temnepatypbl 40 °C — 45 °C, a 3aTeM 4,06aBNAIOT KOMMOHEHTHI 10 7.5.9.2.

7.5.10 NMpurotoBnenue cpeabl Ppes

Cpeaa pekomeHgyeTcs aAnsa obHapyxeHus Mycoplasma Syn0W|ae

Ons I'IpVIrOTOBJ'IeHVI'r'l Xuakon cpeabl Ppes cmewmsator 90,0 om® 6yn|>OHa n3 SKCTpaKTa roBsDKbLEro
cepaua, 2,0 om® pacreopa mMoHorugpara rfnKosbl KouueHTpauweu 500 r/am°, 12,0 cM® CBUHOI CbIBOPOTKM,
I/IHaKTVIBMpOBaHHOVI npu 56 °C B TeueHue 30 MuH, 5,0 om® pacteopa peHONOBOr0 KPaCHOro KOHUEHTpauuen
0,6 r/am’, CTepMnmsymT aBTOKMaBMPOBAHMEM MpK TemnepaTyge 121 °C B TeueHue 15 MuH, oxnamuarOT ao
Temnepatypbl 40 °C — 45 °C, a 3aTeM pobaenatr 0,25 cM™ neHuuyunnuua (20000 ME/cm® ), 0,025 om®
cMecu BIATaMVIHOB no7.5.1,1,0 cm® pactBopa B-HukoTuHamuaageHu EMHyKneoma KOHUeHTpauuen 10 r/om®
n 1,0 cm® pacTeopa LWICTel/IHa ruapoxnopuaa koHuentpauuein 10 r/am™. 3HayeHne pH cpeabl gosoaaT 4o 7,8
pobaeneHnem pacteopa €4Kkoro HaTpa MaccoBoi KoHueHTpaumuein 10 %.

Ona I'IpI/II'OTOBJ'IeHI/Iﬂ TBEpAOW cpeabl dpea cmewumsalot 90,0 oM’ 6ynbon-|a u3 SKCTpaKTa rOBS>KbEro
cepaua, 2,0 o™’ pacTeBopa MOHOrMapara rroKo3bl KOHueHTpaumeM 500 r/am°, 12,0 cM> CBUHOI CbIBOPOTKM,
VIHaKTI/IBVIpOBaHHOI/I npu 56 °C B TeyeHne 30 muH, 5,0 om® pacTteopa )eHONOBOr0 KPacHOro KOHUEHTpauuen
0,6 r/amM>, 1,4 1 OLlI/ILLl,eHHOI'O arapa, 3HayeHue pH gosoasat oo 7,8, CTepunuayot aBTOKJ'IaBVIPOBaHVIeM npu
Temneparype 121 °C B TeuyeHune 15 MuH, 3atem OXTaKA AT [0 Temnepatypsl 40 °C — 45 C n pobaensior
0,25 oM’ neHuyunnuHa (20000 MEICM3) 0,025 om® cmecm BI/ITaMl/IHOB 1,0 oM’ pacrteopa J-
HukoTMHamMuaageHMHAUHYKNEoTAa KoHueHTpauuen 10 r/em® u 1,0 om® pacTteopa LMCTenHa rugpoxmnopuaa
KOHUeHTpauuen 10 r/gm”.

7.5.11 MNpurotoBneHune cpeabl Ppuca

Cpenia pekoMeHayeTesa Ana o6HapyXeHUS MUKONNAa3sMm, KPOME NTUYbUX.

Ons  npuroToBneHuss »xugkoi cpeabl Ppuca Gepyt 800 oM’ C6aJ'IaHCVIPOBaHHOr0
MOANPULMPOBAHHOIO COMEBOro0 pacTeopa XeHkca, 67 oM’ AUCTUNNMPOBaHHON BOAbI, 135 om® aKCTpaKTa u3
cepaua u mo3ros, 248 oM’ 6ynboHa PPLO, 60 CM OPOMXOKEBOrO 9KCTpaKTa KoHueHTpaumen 170 r/p,M 250
mr Gauutpayuna, 250 mr metTuuunnuHa, 4,5 oM’ q)eHonosoro KpaCHOro KOHLUeHTpauuen 5 r/am®. Cpeay
CTEPUNU3YIT aBTOKJ'IaBVIpOBaHI/IeM npu Temnepatype 121 °C B Te4eHue 15 MuH, 3aTem oxnaxagatoT uo
Temnepatypsl 40 ° C — 45 °C, 3Haqume pH aosogaTt no 7,40 — 7,45 n pobaensoT ctepunbHo 165 oM’
IOLUAANHOM CbIBOPOTKM, 165 CM° CBUHOII CHIBOPOTKM, MPOBEPEHHBIX HA KOHTAMUHALMIO MMKONNasMamy.

Ons npuroToBrneHuWa TBepaon cpedbl Ppuca cmewusarT 800 om® c6anaHCUpPOBaHHOIO
MOAUPMUMPOBAHHOIO COMeBOro pacrsopa XeHkca, 200 mr DEAE — pekctpaHa u 15,65 Mr ouuLieHHOro
arapa. Mony4yeHHyto cmecn: CTEPUNM3YIOT aBTOKNaBUPOBaHNEM B TeYeHne 15 MuH npu Temnepartype 121 °C
1 0GaBMAIOT K 1740 cM> XuaKoii cpeabl dpuca.

7.6 YcnoBuA XpaHeHua nutaTenbHbIX cpen

7.6.1 Cpokn 1 yCrnoBua XpaHeHus KynbTyparnbHbix cpeg —no [OCT ISO 11133-1.
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7.6.2 XXuagkue nutaTtenbHble cpeabl NPOMBbILLNEHHOr0 NPOWU3BOACTBA, FOTOBbIE K ynoTpebneHuto,
XPaHAT B NMOTHO YKYMOPEHHBIX COCYAax NpW YCNOBUU COXPAHEHUA UX CTEPUMBHOCTU U POCTOBLIX CBOWCTB B
TEeYeHMe Cpoka roqHOCTU, YKa3aHHOTO NPON3BOAUTENEM.

7.6.3 Cyxue nutatenbHble Cpefbl NPOMBILLIIEHHOrO NPOU3BOACTBA XPAaHAT B CyxXOM, 3aLLULLEHHOM
OT CBETa MECTEe B COOTBETCTBMM C MHCTPYKUMEN npoussoautens. locne BCKPbITUA ynakoBku HEOBXOAUMO
Hanucartb AaTy BCKPbITUA W fanee XpaHuTb NpU KOMHATHOW TemnepaType A0 OKOHYaHUA Cpoka rogHocTu. Mo
MCTEYEHUU CPOKa rOAHOCTH, YKa3aHHOrO NPOM3BOAUTENEM, CPEABLI YHUUTOXAIOT.

7.6.4 TpuroToBneHHble U3 CyXux CMeCel U pasnuTbie BO (pnakoHbl NUTaTENbHbIE Cpeabl XPaHAT B
TeyeHne 1 Mec Npu KOMHATHOI Temnepatype unu 3 Mec npu Temneparype ot 2 °C go 8 °C. Cpok roqHocTu
MUTaTENbHLIX CPE/], Pa3NUTLIX B YalLku [eTpu, coctasnseT 7 cyT npu Temnepatype 2 °C ao 8 °C.

7.6.5 Ecnu npu xpaHeHUW TUOITIMKONEBOW Cpeabl, coaepXawlen pesasypuH, BEPXHUN CROW cpeabl
(bonee 1/3 obbema) OKpacutCcsi B pO30BLbINi LBET, TO CpeAy MOXHO pereHepupoBaTb HarpeBaHMeMm Ha
Kunswen BoasHon baHe B TedeHue 10 — 15 MUH A0 UCYE3HOBEHUS PO3OBON OKPACKM C NOCneayloLwuM
ObICTpbIM OXnaxaeHmem. Ecnu okpacka He ucyesaet nocne HarpeBaHus, TO Cpeay CHUTAIOT He NPUroAHOMN K
ynorpebnenuio. PereHepauuio cpeabl MOXXHO NPOBOAUTL TONbKO OAMH Pa3.

7.7 OnpepgeneHuve poCTOBbIX CBOMCTB NUTaTesIbHbIX cpea

7.7.1 OnpeaeneHne pocTOBbIX CBOWCTB NPOBOAAT ANA KAXA0N NApTUM KOMMEPYECKON cpeabl (Cyxon
1 rOTOBOW K MCNOMNb30BAHMIO), @ TAIOKe ANA K40 NapTumn cpeabl, U3roTOBNEHHON B nabopaTopuu.

7.7.2 Tlpu ucnbiTaHUW POCTOBbLIX CBOWCTB MUTATENbHbLIX CPed, UCNONb3yeMblX ANA onpeaeneHus
Gaktepuin u rpuboB, B ABe NpoOMpKM CO CpeaoW BHOCAT KyNbTypy TECT-WTamMma, KaXaoro OTAENbHO,
cornacHo Tabnuue 3 B konuyectee 10 — 100 KOE.

Ta6nuuya 3 — Tecr-MuKpOOpraHU3Mbl AN NPOBEPKM POCTOBLIX CBOWCTB NUTaTENbHLIX Cpea,
UCnonb3yembix Ansi onpeaeneHus 6akrepuin, rpubos 1 MUKONNA3M

TecT-KynbTypbl
Mutarens Mquoor}lran);F:AOB YCnoBuA uHkyGauum
Hble Cpok
cpenbl Bua Wramm | Temnepatypa,®C | unky6auy
un, cyT
Xuaokas A3p0o0bHbIe BakTepuu:
Thornukon Bacillus subtilis ATCC 6633 395+25 3
eBasi Staphylcoccus aureus ATCC 6538-P e
cpepa Pseudomonas aeruginosa ATCC 9027
AHaspobHble GakTepun:
Clostridium sporogenes M’MCK 272 32,5+25 3
Xuakan
CO€eBO-
Kase- puGbi:
MHOBas Candida albicans NCTC 885-653 225+25 5
cpega Aspergillus niger ATCC 9642
Cpeaa
Cabypo
Mutaren Mukonna3smbi:
bHbl€e Acholeplasma laidlawii NCTC 10116, ATCC 23206
cpeabl Mycoplasma gallisepticum NCTC 10115, 19610
ans ATCC 10130 37 +1 21
BbISIBINIEHU Mycoplasma hyorhinis NCTC 23714
| Mycoplasma orale NCTC 10112, ATCC 25204
Mukonnas Mycoplasma synoviae NCTC 10124, ATCC
M
MpumevyaHuna
1 ATCC — AmepukaHckasa Konnekums TunoBbix KynbTyp, CLLA.
2 TUCK - TocyaapcTBeHHasi KOMMEKUUss NAaToreHHblX MukpoopraHusmos MMCK um. JLA.
Tapacesuya, Poccus.
3 NCTC - HaunoHanbHas Konnekums TUnoBbIX KynbTyp.

MHKYyOMpYIOT B COOTBETCTBUU C YCNOBUSIMMW, ONUCaHHbIMU B Tabnuue 3. Ecnu B Te4eHne BpeMeEHH
uHKyOauum B cpepax Bu3yanbHO OTMEYAIOT POCT  TeCT-liTaMMa MMKPOOpraHusMa, cpefy CuMTaloT
NPUroAHON ANA UCNONb30BaAHUS.
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7.7.3 MNpn npoBeaeHMU UCNLITAHUA HA POCTOBLIE CBOWMCTBA MUTATEMbLHLIX CPea ANA onpeaeneHus
MuKonnasm B GUONOrMYECKUX Mmpenaparax MCMONb3yT MO KpaWHeW Mepe OoAWH M3 BUAOB MUKOMSA3M,
yKasaHHbIX B Tabnuue 3. Npu 9TOM yunTbIBAIOT LENEBOE HAa3HAYEHUE TECT-KYNbLTYp:

- Acholeplasma laidlawii NCTC 10116, ATCC 23206 (BakuuHbl Ans BETEPMHAPHOTO NPUMEHEHUSA, B
NPON3BOACTBE KOTOPLIX NCNONBL3YIOT aHTMOUOTUKM);

- Mycoplasma gallisepticum NCTC 10115, ATCC 19610 (B cnyyasix, koraa npu npou3BoAcTBe
BaKUMH UCMOMb3YIOTCA MaTepuans!, UMeIOWMe NTUYLE NPOUCXOXKAEHUE UMK ANA BAKUWUH, NPUMEHAEMBIX B
NTULIEBOACTBE);

- Mycoplasma hyorhinis NCTC 10130, ATCC 17981 (BakuuHbl ANsi BETEPUHAPHOTO NPUMEHEHUS,
KpOMe MTUYbUX);

- Mycoplasma orale NCTC 10112, ATCC 23714 (BakuuHbl A5l BETEPUHAPHOIO NPUMEHEHUS);

- Mycoplasma synoviae NCTC 10124, ATCC 25204 (B cnyuasix, koraa Ansi NnpoOM3BOACTBA BaKLMH
MCNONbL3YIOTCA Martepuansl, WUMEIoLMUe NTUYLE MPOUCXOXKOEHWE UMM ANS BakKUWMH, NPUMEHSIEMbIX B
nNTULEBOACTBE).

7.7.4 BblbpaHHble nUTaTenbHble cpeabl ANA MUKOMMAasM 3aceBaloT COOTBETCTBYIOLLMMMU TECT-
MuKpooprasmsMamu. Ha vawky NeTpu ¢ TBEPAOM NUTATENLHOW cpegon unu nakoH BMeCTUMOCTbIO 100
CM3, coaepXaluii XKUAKYI0 NMUTaTenbHY0 cpeay, BHocaT He Bonee 100 KOE Ttecr-mukpoopraHusma. Ons
KaXKaoro sBMaa MUKpOOPraHM3mMa MCNoNb3yloT OTAENbHbIE Yalku M nakoHbl. XKuakue cpeabl MHKYOUpyioT
npu Temneparype ot 36 °C go 38 °C; TBepable cpeabl MHKYOMPYIOT B MUKPOAspPOMUIbLHBIX YCIOBUSIX (B
aTMocoepe asora, coaepxauiero 5 % — 10 % auokcuaa yrnepoaa) npu Temneparype ot 36 °C ao 38 °C.
Mocne uHkyGauuu npoBoaAT nepecesbl no 0,2 cM® xuaKoi cpeabl Ha TBepAyld cpedy Ha CeAbMOW,
yeTblpHaALATLIM U ABajLUATbIn A€Hb. TBepaas cpeda BbiAepUBAET WCMbITaHUE, ecnu Habniogaetcs
ajleKBaTHbIN POCT KaXAoro TecT-mMukpoopraHuama. >Kuakas cpeaa BbAEPHMBAET  UCTLITAHUE, €CIu
HabnogaeTca afeKkBaTHbIN POCT NEPECEAHHOr0 C Hee TeCT-MMKpOoOopraHuaMa Ha uvawkax [letpu ¢ TBepaow
nuTaTenbHON CPeaon.

7.7.5 TlutaTenbHble cpeabl AOMKHLI obecneunmBaTtb pPOCT MMKPOOPraHM3MOB-KOHTAMWHAHTOB
BuonorMyecKkmx npenaparos.

7.7.6 ToTOBbIE NUTATENbHLIE Cpeabl, NPOBEPEHHbIE HA POCTOBbIE CBOMCTBA, pa3nuBAaIOT no 6 — 8
oM’ (ans onpeaeneHns aHaspoBHbLIX MUKPOOpraHuamos no 10 — 12 cm® B npoGupku 1 no 50 — 60 cm° BO
dnakoHbl BMECTUMOCTbLIO 100 om®,

8 lNMpoBeaeHue ucnbiTaHUsA

8.1 NpoBepeHUe NCNbITaAaHUA Ha CTEPUITBHOCTb MHAKTUBUPOBAHHbIX JIEKAPCTBEHHbIX CPEACTB
C UCMOJIb30OBaHUEM TUOTTIMKOSIEBOW Cpeabl

8.1.1 U3 kaxporo dnakoHa (amnynbl) NEKapCTBEHHOrO CpeacTBa NPOBOAST NOCEB B KONMUYECTBE,
npuesegeHHoM B Tabnuue 2, B Tpu NPOBUPKM C TUOTNMKONEBON CPEAoii, Tpu NPOBUPKU C XUAKOW cpeson
Cabypo 1 Tpu npobupkn C COEBO-KA3ENHOBOW CpPeaoN.

MoceBbl Ha XMAKOW TWOTMWKOMNEBON cpeae MHKYOMPYIOT npu Temnepatype (32,5 + 2,5) °C, a Ha
»uakon cpege Cabypo M HKUAOKOM COEBO-Ka3euHoBOW cpeae (He3aBMCMMO OT MeToJa NnoceBa) Npu
Temnepartype (22,5 & 2,5) °C. Cpok uHKyGUpoBaHus — 14 cyT. MOCEBbI NEPMOANYECKM NPOCMATPUBAIOT.

8.1.2 Hanunune pocta MMKPOOPraHM3MOB ONpeaenAlT BU3yansHo. Ecnu B npouecce nHKybuposaHus
NOCEBOB uccrnegyemasi npoba Bbi3bIBAET NOMYTHEHWE NMUTATENbHOW Cpefbl, Yepe3 5 — 7 cyT nocrne Hadana
NCNbITaHUS He MeHee 1 cm® NOMYTHEBLLEN cpelbl NEPEHOCAT B ABE NPOBUPKK C TOW e CTEPUNBLHON Cpeaoit.
MHKYOMPYIOT UCXOAHbIE NOCEBLI U NEpPeceBbl B TedeHun (14 £ 4) cyT.

8.1.3 MNpu ucneiraHuy Npod npenapaToB HA CTEPUIILHOCTL NPOBOAST KOHTPONb CTEPUNBbHOCTU CPEA:
TPU NPOGUPKM C KaXKOON Cpeaol BbiAepXXMBAlOT B TepmocTaTte B TedeHue 14 cyT npu Temnepatype (32,5
2,5) °C, co cpegoit Cabypo — npu Temneparype (22,5 +2,5) °C.

8.2 lpoBeaneHMe MUCNbITAHMA HA CTEPUNBHOCTb JIEKAPCTBEHHbIX CPEACTB, CoAepKalmnx
MHaKTUBUPOBAHHbIE MUKPOOPraHM3Mbl, UMM MUKPOGHYIO U TPUOHYI0 KOHTAMUHALMIO NEeKapCTBEHHbIX
cpeacTB, copepXKawmx XKUBble MMKPOOPraHU3Mbl 6€3 TUOTTIMKONeBOM cpeabl

8.2.1 N3 xaxgoi npobbl NEKapCTBEHHOrO CPeACcTBa NPOBOAST MOCEB HA >XUAKWE MUTATENbHbIE
cpeabl: Cabypo, MIMB u MIMMB (cpeaa Kutt-Tapouum) 1 TBepable nuTaTenbHble cpeabl: Cabypo u MMA. Ha
MoceB WUCMOMNbL3YIT NO TpU NpobMpKM U ABE Yalwku ¢ nutaTenbHow cpepgon. Ha cpeagy Kutt-Tapouum
JAenatoT BbICEBbI B ABE NPOBUPKM 1 ABa hnakoHa.

8.2.2 [OnA BbiABNEHMS  a9POOHbLIX  MUKPOOPraHuM3mMoB U hakynbTaTUBHO-aHA3POOHbIX
MUKPOOPraHn3moB BbicesatoT 0,5 cM® noceBHOro marepuana B oaHy npobupky n 1 — 2 cM® B oanH nakoH, a
ANS BbIABNEHUS aHa9POBHBIX MUKPOOPraHN3MOB — COOTBETCTBEHHO N0 1 1 5 cM°.
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8.2.3 Mpobupkn U nakoHbl C NOCEBaMU Ha BCEX cpeaax, kpome cpefbl Cabypo, BbiAepXMBaIOT B
TepmMocTare npu Temneparype (37 + 1) °C, Ha cpeae Cabypo — npu Temnepatype (22,5 + 2,5) °C, B TeueHue
7 cyT (ansA aHaspobHbIX npenapaToB — 14 cyT).

8.2.4 o ucTeYeHUM yKas3aHHOro Cpoka AenalT MEepeceB, 3a MCKMHOYEHWMEM noceBoB Ha MIA.
MepecesatoT NpolObl Ha Te e nuTaTerbHble CpeAbl U B TEX e oObemax, YTo WU Npu nocese. BTopuYHbIE
MoceBbl BbiAEPXMBAIOT 7 CYT (AN aHaspobHbIX npenapaTtos — 14 cyT).

8.3 MpoBeaeHne UCNbITAHUA HA KOHTAMUHALIMIO MUKOMSIA3MaMKn

8.3.1 [na onpeaeneHWs KOHTaMMHaUMK MWKOMNIasmaMu NeKapCTBEHHbLIX CPEACTB MPOBOASAT MX
noceB Ha BblOpaHHbIe NUTaTenbHble cpeabl (7.5.9 — 7.5.11) B konnyecTtse 10 om® NeKapCTBEHHOro cpeacrea
Ha 100 cM® KaXKa Ol XUAKOIA cpeabl, a Takke no 0,2 oM’ Ha yeTbipe Yalku [eTpyu ¢ aHanorM4yHon TBepAon
nuTaTenbLHOW Cpeaon.

MoceBbl MHKYGUPYIOT Npu TemnepaTtype (37 + 1) °C B aspoBHbLIX 1 MUKPOA3POMUMLHbIX YCNOBUSX (B
atMocdpepe asoTa, cogepxawero 5 % - 10 % pguokcupa yrnepoga). XKugkue nuTaTenbHble cpeabl
MHKYOUpYIOT B TeyeHue 20 — 21 aHA. Teepable nuTaTenbHble cpefbl UHKYOUPYIOT B TEYEHWE HE MeHee 14
[IHEeW, 3a UCKMNIOYEeHWeM NoCceBOB, COOTBETCTBYOLMX 20 — 21-4HEBHOMY NEPECEBY, KOTOPbIE UHKYOUPYIOT B
TeyeHne cemun gHen. OfQHOBPEMEHHO B TEX XE YCNOBUAX WHKYOUPYIOT MO OAHOMY ChriakoHy, coaepKallemy
100 CM3, 1 No ABe Yaluku NeTpu co cpegamu Ans KOHTPONS UX CTEPUINBHOCTMU.

Ha 2-i — 4-ii geHb nocne noceea NPOBOAAT MEPECEB Marepuana OT KaXaoii »XuAKoW cpelbl B
KOnM4ecTBe He MeHee 0,2 cM® Ha ABE YaLlKK MeTpu kaxgon TBepaon cpeabl. MNepeceBbl NOBTOPAIOT HA 7-1,
14-ii n 20-ii gHM ucnbitaHua. Mepecesbl MHKYGUPYIOT npu Temnepatype (37 = 1) °C B a3pobHbIX M
MUKPOa3apoUnbHbIX YCrnoBusix (B aTmMocdepe asorta, cogepxawero 5 % — 10 % guokcupa yrnepoaa) B
TeyeHue 21 gHs.

8.3.2 CocrosiHne »uAKux cpen KOHTPONMPYIOT Kaxkable ABA UMK TPU AHA W, B Cny4ae U3MEHEeHUsi
OKpacku cpeabl, BbINOMHAIOT nepeceB. Ecnu B »xuaknx cpepax obHapyxuBaloT poct Gakrepuin u rpu6os,
UCMbITAHWE CYUTAIOT HeAENCTBUTENbHbLIM U NOBTOPSIOT.

8.3.3 donyckaetcs Ans uenemn 9KCnpecc-MeToAa — BbIABNEHUS MUKONNA3M W/MNU NOATBEPXAEHUS
NPUHAANEXHOCTU BbIAENEHHbIX KYNbTYP K MUKOMa3mam — UCMNOSb30BAHME METOAa NOAUMEPA3HOMN LIENHOM
peakummn ¢ NpUMeHEeHEM COOTBETCTBYIOLLMX TECT-CUCTEM. PaboTy NpoBOAAT NO UHCTPYKLMKM NPOU3BOAUTENS.

9 MpoBeaeHUe UCTbITAHUSA HA CTEPUITBHOCTE METOAOM MeMbpaHHON ounbTPaLmMn

9.1 lpu onpeaeneHWn CTEPUNbHOCTU NEKapCTBEHHbIX CpeAcTB, 00nagalowmx BblPaXXEHHbIM
aHTUMUKPOOHBLIM AeicTBMEM, a Takke B paccacoske Gonee yem 100 CM3, MOXXHO MCMONb30BaTb METO[,
MeMOBpaHHOW hbunbTpauuu.

9.2 VcnbiTaHne npoBOAAT C UCMOMb30OBAHUEM (PUMLTPALMOHHON YCTAHOBKU, KOTOPYIO MOHTUPYIOT
Takum obpasom, 4YTobbl uccreayemyto npoby XUAKOro npenapaTta MOXHO Obino BBECTU U NPOuNbTpoOBaTh B
YCNoBusiX acentukn. Mcnonb3ytoT meMbpaHHble punbTpbl ¢ pasmepom nop (0,45 + 0,02) MKM U BHELLUHUM
aAnameTpom 47 MM C YCTaHOBIEHHOW CMNOCOBGHOCTbIO K yAepXXUBaHUIO MUKpoopraHusmoB. Marepuan
dUNLTPOB — HUTPAT LENono3bl UNu aueTar Lennionossl.

9.3 OTbupatot Heobxoaumoe ANA UCMbITAHUA KONMUYECTBO uccneayemMoi npobbl cornacHo Tabnuue 2
U acenTUYECKN NEPEHOCAT HA OAWH UMK HECKOTBKO PUMbTPOB.

Mpu ncnonb3oBaHMM 3aMKHYTON CUCTEMbI, EMKOCTM 3aMnOMHAIOT paBHbIM 06beMomM cpea. Mpu atom
cneayet n3beratb aspauuy TUOTMMKONEBON Cpeabl.

McnbiTaHua npoBOAAT noa Bakyymom npu gaeneHdun 93,3 kl1a u CKOpOCTU NPOXOXKAEHUA HUAKOCTH
55 — 75 cM° B MUH.

9.4 MNocne OKOHYaHWA unbTpauMn MeMbpaHy NPOMbLIBAIOT TPEMSI — MATLIO NOPLUAMU CTEPUNBHOIO
0,9 %-HOro pacTBopa xnopuga HaTpus unu AUCTUNINUPOBAHHONW BOAbI, MOCHE Yero MemopaHy acenTu4ecku
W3BNEKaIOT, paspesaloT CTEPUNbHBIMKU HOXHUUaMW nononaMm.  OfHy MOMOBUHY MOMELWAT B Konoy,
coaepxawgyro 100 cM® TUOTMMKONEBOJ cpeabl, a BTopylo — B konby co 100 om®  cpeabl Cabypo.
THUOrNMKONEBYIO Cpeay C NOMELLEHHLIMU B HUX PUNLTPAMU BbIAEPXMBAIOT Npu Temnepartype (32,5 + 2,5) °C,
a cpeay Cabypo npu Temnepatype (22,5 + 2,5) °C B TeueHne 7 CyT Npu eXEAHEBHOM NPOCMOTPE.

10 YueT 1 oUeHKa pe3ynbLTaToB
10.1 YyeT pe3ynbTaToOB NPOBOAAT NOCNE OKOHYAHWA NEPUOAA MHKyDaLun.
10.1.1 JlekapCTBEHHbIE CPEACTBA, COAEPXALUME WHAKTUBUPOBAHHbIE MUKPOOPraHusmbl U rpuobsl,

CUMTAIOT CTEPUNbHLIMK, ECNW B MOCEBAX HA MUTaTemNbHble Cpeabl OTCYTCTBYET pocT Gakrepuii, rpubos u
MUKOMMa3sm.
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10.1.2 JlekapCTBEHHbIE CpEACTBA, COAEPKALUUE >KUBLIE MUKPOOPraHu3Mbl W rpubbl, CUMTAIOT
CBOBOAHBLIMM OT KOHTAMUHALMKU NOCTOPOHHUMM BakTepuamMu, rpubamm u MMKONNasmMamu, ecnu B NoceBax Ha
nuTaTenbHble Cpeabl He 06HaPYXXMBAKOT POCT NOCTOPOHHEN MUKPOMIOPLI.

10.1.3 Ecnu npu onpeaeneHun Mukonnasm oGHapy»eH pOCT COMHUTENbHbIX KOMOHWUM, TO NPOBOAST
ux uaeHtudukaumio. KnetouHble KynbTypbl OKpalLMBalOT hrnyopecueHTHbIM KpacuTenem, obnagaroum
cnocoBHoCcTbiO cBA3bIBaTbCA ¢ [OHK. Mwukonnasmbl OGHapyXXMBAKOT MO XapakTEpPHOM TOYEYHOW WU
BOSIOKHUCTON  (PriyopecuUeHLMM Ha KNEeTOYHOW MNOBEpPXHOCTU. JlekapCTBEHHbIE CpeacTBa CYUTAKOT
BblAEMKABLUMMU UCTbITAHWUE, €CNN TUNUYHAA A8 MUKONNa3sm pnyopecueHUns He OBHapyXxeHa.
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BuGnuorpadua
[1] Pykoeoacteo EC no Hagnexaiuen npou3BOACTBEHHON MpPaKTUKE ANA NEeKapCTBEHHbIX CPeacTs

MEAULMHCKOro U BeTepuHapHoro HasHadyenus (EC Guide to Good Manufacturing Practice for Medicinal
Products for Human and Veterinary Use)
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