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Mpeauncnosue

Llenn, oCHOBHble MPUHLMUMBLI W OCHOBHOW NOPAAOK MpoBefeHuss paboT Mo MeXrocyAapCTBEHHON
ctaHfjaptusauuy yctaHosneHol FOCT 1.0 - 92 «MexrocygapcTBeHHass cucteMa craHgaptusauun.
OcHoOBHble nonoxeHus» n NOCT 1.2-2009 «MexrocygapcTBeHHas cuctema crtaHgaptusaumn. CtaHaapThbl
MEXrocyapCTBEHHbIE, MpaBuia W pekoMeHAauun No MeXrocyAapCTBEHHON cTaHgapTvusauun. lMpasuna
pa3paboTku, NPUHATUA, NPUMEHEHUS, OOHOBIEHUSA U OTMEHbI»

CsepeHua o ctaHjapTte
1 PASPABOTAH ®efepanbHbiM rOCY[apCTBEHHbIM GIOMKETHBIM yypexaeHnem «Bcepoccuiickuii
rocyfapcTBeHHbl LieHTp kayecTBa 1 cTaHAapTM3auuy nekapCTBEHHbIX CPeACTB ANS XMBOTHbLIX U KOPMOB»

(PrbY «BIrHKW»)

2 BHECEH ®epgepasbHbiM areHTCTBOM MO TeXHUYECKOMY peryimpoBaHuio U MeTponoruu
Poccuiickoii depepavum

3 MPUHAT MexrocysapCTBEHHbIM COBETOM MO CTaHAapTu3auvu, MeTposiorMm u ceptudmkauunm
(npoTtokon oT 25 mapTta 2013 r. Ne 55-1)

3a NpuHATME NPOronocosani:

Kog ctpaHnbl no MK CokpaljeHHoe HauMeHoBaHue
KpaTkoe Haumerosanme CTparel no (UCO 3166) 004- HaLMOHaNbHOro opraHa
MK(MCO 3166) 004-97 4 P

97 no ctaHgapTusauunm
ApmeHus AM MuH3akoHOMUKM Pecny6nvkn ApmeHus
Benapycb BY lFocctangapT Pecnybnukn Benapycb
Kunprusumsa KG KbipreiactaHgapt
Mongosa MD Monpgosa-CtaHgapTt
Poccus RU Pocctangapt
TamxukuctaH T TamxukctaHgapTt
Y36ekunctaH uz Y3ctaHgapt

4 MpukKa3om ®efepanbHOro areHTCTBa No TEXHUYECKOMY perysimpoBaHunio 1 MeTposiorun oT 28 nioHA
2013 r. Ne 319-cT BBEAEH B AeiicTBME B KAYeCTBE HaUMOHaNbHOrO cTaHaapTa Poccuiickoin ®egepaunm ¢ 1
niona 2014 ropa.

5 BBAMEH N'OCT 28085-89

MHopmaums 06 W3MEHEeHUsIX K HacTosweMmy cTaHgapTy ny6aukyeTcss B eXerofHom
MH(DOPMAaLMOHHOM YyKasaTene «HauWOHa/lbHble CTaHfapTbi». & TeKCT W3MEeHeHUii W MonpaBoK - B
€XEeMeCsAYHOM MH(DOPMaLMOHHOM ykasaTene «HauuoHanbHble cTaHgapTbi». B cnydae nepecmoTpa
(3aMeHbl) WAM  OTMEHbl HacToslero cTaHgapTa COOTBeTCTBylllee YyBedom/eHne 6yaet
ony6/MKOBAHO B EXEMEeCSUYHOM MH(OPMaLMOHHOM ykasaTene «HauuoHaslbHble CcTaHZapThbl».
CooTBeTCTBYylO W aa vHopMaLuyus, yBefjoM/eHne 1 TeKCThbl pasMellalnTcsa TakkKe B WHGOPMALMOHHO
cucTeme o6uLero nonb3oBaHns - Ha oULManbHOM caiiTe ®efepanbHOrO areHTCcTBa No TEXHUYEeCKOMY
perynmpoBaHuio n MeTpoorun B cet MHTepHeT

© CraHgapTuHdopm, 2014
B Poccuiickoii ®epepauum HacTosiuiA CTaHAapT He MOXeT O6biTb MOSIHOCTBIO WM YaCTUYHO

BOCMPOV3BEEH, TUPAXMPOBAH M PaCnpoOCTPpaHEH B KauyecTBe OgMLManbHOrO m3fgaHua 6e3 paspelleHus
deaepasibHOro areHTCTBa No TEXHUYECKOMY Pery/impoBaHunio 1 MeTposiorum
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M E X T TTOCY/AAPGCTBETHTHTEGB 1 CTAHOAPT

CPEACTBA NEKAPCTBEHHbLIE BUOJTIOTMYECKUNE
AnAa BETEPUHAPHOIO NPUMEHEHWA

MeTopa 6aKTepVIOI'IOFVI‘-IeCKOFO KOHTpPONA CTEPUNIBHOCTHU

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

[ata BBefeHusa - 2014 - 07 - 01
1 O6nacTtb NpMMeHeHUs

HacToswwmii cTaHgapT pacnpocTpaHsieTcs Ha 6MoorMyeckue NekapcTBeHHble CPOoACTBa  ANst
BETEPUHAPHOTO MNPUMEHEHWs1 (Oanee - /NleKapCTBEHHble CPEACTBa), COAEepXalliMe WHAKTUBMPOBAHHble
MWKPOOPraHW3Mbl, W yCTaHaB/IMBAET MeTOg, 6aKTEPUOSIOTMYECKOTO KOHTPOSI CTEPUIBHOCTY.

LNs NekapcTBEHHbIX CPEACTB, COAEPXalUX XWBble MUKPOOPraHU3Mbl, HaCTOAWMA CcTaHaapT
NPUMEHSIOT ANS1 ONPefeNeHnst KOHTaMUHALMM NMOCTOPOHHUMU GakKTepUSMU, rpuéamMmn 1 MUKONIasMamu.

2 HopmaTtunBHbIE CCbINKK

B HacTosiwem cTaHgapTe UCMONb30BaHbl HOPMAaTMBHbIE CCbIfIKM Ha cneayolwme cTaHfapTbl:

FOCT 12.1.004—91 CwucTtema cTaHAapTHoli 6e3onacHocTu Tpyaa. [loxapHas 6e30macHOCTb.
O6uwue TpeboBaHNs

FOCT 12.1.007—76 CwucTemMa cTaHgapTHO 6GesonacHocTM Tpyga. BpepgHble BellecTBa.
Knaccudmkaumsa n obume TpeboBaHusa 6e3onacHocTu

FOCT 12.1.019—2009 CucTtema cTaHgapToB 6e3omacHoCTV Tpyda. dnekTpobesonacHocTb. Obwme
TpeboBaHUs N HOMeHkKnaTypa BUAO0B 3aluTbl

FOCT 83-79 Hatpwuii yrnekucnblii. TexHuyeckue ycnoBus

FOCT 177-88 Bogopofa nepekucb TexHmyeckasa. TexHu4yeckme ycnosus

FTOCT 2263-79 HaTp efknii TeEXHUYECKMi. TexHuueckne ycnosus

FOCT 2493-75 PeaktuBbl. Kanuii doctopHOKUCbIA ABYy3amelleHHblli 3-BOAHbIA. TexHuyeckue
ycnosus

FOCT 3118-77 PeaktuBbl. Kucnota consHas. TexHuyeckne ycnosus

FOCT 3164-78 Macno Ba3ennHosoe meguLuHCKoe. TexHU4eckme ycnosmus

FOCT 3760-79 PeakTuBbl. AMMUaK BOAHbIA. TexXHUYeckne ycnoBus

FOCT 4159-79 PeaktuBbl. Vog. TexHuyeckne ycnosus

FOCT 4209-77 PeakTuBbl. MarHuii X/T0puUCTbIii 6-BOAHBIN. TexHUu4eckune ycnosus

FOCT 4232-74 PeaktuBbl. Kanuii nogncTblit. TexHUUeckne ycnosus

FOCT 4233-77 PeakTuBbl. HaTpuWii XNOpUCTbIA. TEXHUYECKNE YCNOBUS

FOCT 4234-77 PeaktuBbl. Kanuii xnopucTblii. TeXHUYECKUE YCNoBYS

FOCT 4523-77 PeaxktuBbl. MarHuii CEpHOKNCIbIA 7-BOAHbINA. TeXHUYeckne ycnosus

FOCT 6038-79 PeaktuBbl. D-rntoko3a. TexHuyeckne ycnosus

FOCT 6709-72 Bopga auctunnnposaHHas. TexHuyeckne ycrnosus

FOCT ISO 7218-2011 Mukpobuonorus nNueBbIX NPOAYKTOB W KOPMOB ANSA XMBOTHbIX. ObLine
TpeboBaHMsA 1 pekoMeHAauuu No MMKPOBMONOrMYECKUM MCCef0BaHUAaM

FOCT 9871-75 TepmOMETpbl CTEK/IAHHbIE PTYTHblE 3/1EKTPOKOHTAKTHbIE U TEPMOPEry/saTopsbl.
TexHuyeckme ycnosus

FOCT ISO 11133-1-2011 Mwukpobuonorns nuWEeBbIX MPOAYKTOB W KOPMOB A/ XUBOTHbIX.
PykoBogsLme ykasaHWs no NPUroTOBMEHWIO U NPOU3BOACTBY Ky/nbTypasnbHbiX cpef. Yacte 1. O6uwue
pyKOBOASLLME yKa3aHna no obecrneyveHnio KauecTsa NpPUroToBEHNA KyNbTypasbHbIX Cpes B naboparopun

FOCT ISO 11133-2-2011 MwuKpobUONOTrNSA NUWEBBLIX MPOAYKTOB W KOPMOB [ANS XUBOTHbIX.
PykoBogsLme ykasaHusa no NpuroToB/IeHNUIO 1 NPOU3BOACTBY Ky/IbTypasibHbIX cpef. YacTb 2. MNpaktnyeckue
pyKoBOAALLME yKa3aHWA Mo NPUrOTOB/IEHUIO U MPOU3BOACTBY Ky/bTypasibHbIX cped. YacTtb 2. lMNpaktnyeckue
pyKOBOASALLNE YKa3aHUS N0 3KCNIyaTalMOHHbIM UCTbITAHUAM Ky/bTypasibHbIX Cpef.

N3paHne ouumnanbHoe
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FOCT 11773-76 PeaktuBbl. HaTpuii hoctopHO-KNCNbIN fBY3aMeLLeHHbI. TexHnyeckne ycnosus

FOCT 12026-76 bymara chunbTpoBanbHas nabopatopHas. TexHU4eckne ycnoBms

FOCT 13805-76 lMenToH Cyxoil chepMeHTaTUBHBIN AN1a GakTepuonornyecknx Lenei. TexHnyeckme
ycnosus

FOCT 17206-96 Arap MUKpobmonormyeckunin. TexHmyeckue ycnosus

FOCT 18300-87 CnupT 3TUNOBbIN PEKTUHMKOBAHHbIV TEXHUYECKMA. TEXHUYECKME YCNOoBUSA

FOCT 20730-75 MMutaTtencHbie cpefbl. By/nbOH MACONENTOHHbIV (418 BeTepUHApHbIX Uenei).
TexHuyeckune ycnosus

FOCT 24104- 2001 Bechbl nabopaTopHble. ObLmne TexHuyeckne TpeboBaHms

FOCT 25336-82 E [llocyga n o6opyaoBaHve nabopaTopHble CTEeKIsAHHble. TumMbl, OCHOBHblE
napameTpbl 1 pasmepsbl

FOCT 29112-91 Cpepapbl nuTatenbHble NNOTHbIE (415 BeTepuHapHbix Leneid). Obuwme TexHuyeckme
ycnosus

FOCT 29230-91 TMocypaa nabopatopHas cTeknsHHasa. [MuneTkn rpagyvpoBaHHble. Yactb 1V.
MuneTkn BbigyBHblE

MpumeyaHwune - lpu NOAL30BAHUN HACTOALWMM CTaHAApPTOM LenecoobpasHo NpoBeputb
JeicTBME CCbIIOYHbIX CTaHAAPTOB B MH(hOPMAaLMOHHOW cucTemMe 06Lero nonb3oBaHna - Ha ouunanbHOM
caiite ®efepasibHOro areHTCTBa Mo TEXHUYECKOMY PErysiMpoBaHU0 U MEeTPOIoTK B CeTU VIHTepHeT nau no
eXerofgHo wusgaBaemMoMy WHGOPMaALMOHHOMY YykasaTento «HauuoHanbHble cTaHgapTbl», KOTOpbINA
ony6nvkoBaH NO COCTOSAHMIO Ha 1 fAHBaps Tekywero roga, W N0 BbiNyCkam eXeMeCsyHOro
MHCOPMAaLMOHHOTO ykasaTens «HauuoHanbHble CTaHAapTbl» 3a Tekywwuii rog. Ecnu cebinoyHblii cTaHgapT
3aMeHeH (M3MeHeH), TO npu M0Nb30BaHNM HACTOAWMM CTaHJapTOM c/efyeT PyKOBOACTBOBATLCA
3aMeHSIWNM  (M3MEHEHHbIM) CTaHAapToM. EcCnM  CCbiNOYHbIA CTaH4ApT OTMEHeH 6e3  3aMeHbl, TO
nosoxeHne, B KOTOPOM A@Ha CCblfiKa Ha Hero, NPUMEHSIETCA B YacTu, He 3aTparuBatoLLeil 3Ty CCbIKy.

3 YcnoBus BbINOMHEHNST NCMbITaHWI 1 TpeﬁoBaHI/Iﬂ 6e3onacHoCTU

3.1 YcnoBus BbINOIHEHWA UCNbITAHWI

3.1.1 O6uwwne TpeboBaHNS nNpoOBeAeHUs  MUKPOOMO/IOrMYeckoro aHanmMsa W paboTtbl C
MukpoopraHusmamu Il - IV rpynn natoreHHocTtn - no FOCT ISO 7218.

3.1.2 lcnbiTaHve Ha CTepWIbHOCTb MNPOBOAAT B acenTWYecknx YCnoBuAX, 4YTOObl u3bexaTb
MWKPOOHOW KOHTaMUHauMM BO BpeMs MOCeBa, MCMNOMb3ys fnamMuHap-60Kc, GOKC WM YUCToe MoMmelLeHue
Knacca «B».

3.1.3 TpeboBaHus k nepcoHany - no FOCT ISO 7218 u [1].

K npoBegeHuio ucnbiTaHWii AonyckalTcs KBanuduUMpOBaHHbIE COTPYAHUKM, WMeloLWme OonbIT
paboTbl ¢ Mukpooprauuamamu Il - IV rpynn naTOreHHoOCTW, U3yuvBLUME METOAMKM MUKPOOMOMNOXKYECKMNX
pab6ort.

3.2 TpeboBaHusa 6e3onacHoCTU

3.2.1 TpeboBaHusa 6e30nacHoCTM nNpu paboTe ¢ xMMuyeckummn peaktmsamu - no FOCT 12.1.007, ¢
anekTpoobopyaoBaHmem - no FOCT 12.1.019. Tpe6oBaHUsi NnoxapHoi 6e3onacHocTn — no FOCT 12.1.004.

3.2.2 Mpu HapyLleHWn LenocTHOCTN amnyn (h1akoHOB) M 3arpsA3HeHWn npenaparom MOoBEepPXHOCTU
CTONa, Ha KOTOPOM NPOBOAAT WUCMNbITaHe, HE0BX04MMO NMPOBECTY 06PaGOTKY 3arpsA3HEHHON NoBepXHOCTW 70
%-HbIM pacTBOpoM 3TunoBoro cnupta no NOCT 18300. pacTtBopom x/iopaMvHa B cogepxaHueM akTUBHOro
xnopa AX He MeHee 26 %, 6 %-HbIM pacTBOpoM nepekucu Bogopoga no FOCT 177 wam Apyrumu
Ae3nHuumpylowmnMmn cpeactsamu, obecnevmsalolMMU YHUUTOXEHWE MukpoopraHusmos Il - IV rpynn
MaToreHHOCTH.

4 CyuwHoCTb MeToda

CylHOCTb MeTofa 6aKTepMONOrMYecKoro KOHTPOIA CTEPUIBHOCTA U onpefenieHns KOHTaMuHaumm
3akKnoyaeTcs B MUKPOOWMOMOrMYECKON OLEeHKe Hanuuus 6GakTepuid, rpvboB M MUKOMIA3M B BbiCeBax
NeKkapCTBeHHbIX CPefCTB Ha NUTaTe/lbHble cpesbl.

5 CpoacTBa usMepeHuid, annapatypa, Matepuasnbl, peakTuBbl U Ky/JbTypasbHble cpeabl

51 [ns npoBefeHus UCMbITaHUA MPUMEHSIOT:

- BECbl CO 3HaYeHWeM cpefHero Ksagpatnyeckoro oTknoHeHnns (CKO). He npesbiwawowum 0.03 Mr un
C MOrpeLlHOCTb0 OT HeNuHelHocTW He 6onee = 0.06 Mr NO AOKYMeEHTauuuW W3roTOBUTENS WU BECHI
na6opatopHbie no FOCT 24104,
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- WKagh cywmnnbHbI nabopaTopHbIli ¢ Anana3oHoM aBToMaTUyecku noAAepXneaemoli TemnepaTypsbl
HarpeBa oT 50 °C pgo 200 °C; norpewHocTb cTtabunusauum Temnepatypbl B paboueli kamepe npu
yCTaHoBMBLUEMCA pexume = 3 °C;

- TepMOMeTpPbl PTYTHble CTEKNSAHHbIE 3/IEKTPOKOHTAKTHbIE C AMana3oHOM W3MepeHus Temnepartypbl
oT 50 °C go 200 JC v ueHoli genenns 1°C no FOCT 9871;

- TepMOMETPblI MakcuMasibHble Tuna Cl1-83 M ¢ gnana3oHom n3mepeHus Temneparypsl ot 50 “C go
250 *C v ueHoli genexunsa 1°C;

- wkad namuHapHbIi Il knacca 6nonornyeckoin onacHocTu;

- TepMocTaT 3/IeKTPUYEcKMin C  aBTOMaTMYeckuM TepMOpPerynsTopoMm, ob6ecneunBatoLLmii

noggepxaHvie Temnepartypbl Harpesa ot 20 °C go 55 °C no [OCT ISO 7218;
- pH-meTp ¢ To”ocTbio kanmbposku £ 0.1 ea. pH npu Temnepatype ot 20 °C go 25¢C nolOCT ISO 7218;
- AUCTUNNATOP;

WITaTMBbLI A1 NPOOMPOK METANIINYECKNE WX U3 MONIMMEPHBIX MaTepuanos;

- X0NnoaunbHUK 6biToBOW No MOCT ISO 7218;

NUMNeTKN MepHble BMeCTUMOCTbI0 11 2 cm3no FOCT 29230;

(hNakoHbl CTEKNAHHbIE BMeCTUMOCTbio 100 1 200 cm3

- NPO6UPKKM cTeknsHHble no FTOCT 25336;

BOPOHKW CTeKNAHHbIe Nno TOCT 25336,

rpyLUn pe3vHoBbIe:

hunbTpbl 419 MeMOpaHHOo unbTpaumu;

annapat KpoTtosa:

bymary cpunbtpoBansHyto no FrOCT 12026;

BOAY BOAOMNPOBOAHYIO;

BoAy auctunnavposaHHyto no FOCT 6709;

HaTpwin xnopucTblid no FTOCT 4233.

HaTpuii yrnekucnblii no FOCT 83;

HaTpusa rugpooknck no NOCT 2263;

HaTpua TUOT/IMKONSAT;

HaTpua pesasypuH;

HaTpusa rugpococdar no FOCT 11773;

Kanuii xnopuctblii no FOCT 4234;

- kanusa gurngpodpocdar no FOCT 2493;

marHuii cepHokmcnblin no FOCT 4523,;

marHuii xnopucTtelii no FOCT 42009;

Kanbuus xnopug 6e3B0aHbIN;

Kanuii noanctblii no FOCT 4232;

ammmak BogHblii no FOCT 3760. pacTBop MaccoBoii goneii 10 %;

KMcnoTy consiHyto no FOCT 3118. pacTBop MaccoBoi gonen 1% - 2 %;

KWCNOTY TUOT/INKO/IEBYIO:

Bogopoga nepekvcb no FOCT 177. pacTBop maccoBoii goneii 3% n 6 %;

op kpuctannuueckuii no FOCT 4159;

D-rntoko3y no FOCT 6038;

rA0KO3bl MOHOTUApPAT;

macno BasenuHosoe no NOCT 3164,

- X/I0paMuviH, pacTBop MaccoBoii gonei 26 %;

theHo, pacTBop MaccoBoit fonei 3 %:

- U3BECTb X/IOPHYI0 MaccOoBOWi A0N1eil akTUBHOrO xsiopa He MeHee 32 %;

coAy KaslbLIHNPOBaHHYIO;

MOPOLLOK CTUPANbHBIA;

hyKCVH OCHOBHOIA:

cpeay TUOTNIMKONEBYIO;

arap MsSiCO-NenTOHHbI MaccoBoii fonei rawkossbl 0,5 % (MMA) no FTOCT 29112;
- BY/IbOH MSICO-NENTOHHbIN MaccoBol gonel rnkosbl 0.5 % (MMB) no FTOCT 20730;
- 6yNbOH MACO-MENTOHHbIA MeYeHOYHbI Noj Bas3e/MHOBLIM Mac/ioM MaccoBOi fonel rnwkossl 0.5 %,

arapa 0.2 % (cpepa KutT-Tapouuw);
- cpepny Cabypo;
- cpeApl ANA 06HaPYXeHUA MUKOMNasMm;

cpepny Xeiidpnuka,;

cpeny ®pes;
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cpepny dpuca;

- arap mukpo6uonormnyeckuini no FOCT 17206;

- MeNnTOH cyXoii chepmeHTaTVBHbIA no FTOCT 13805;

- KaseuHa rmaponusaT naHkpeaTuyeckuii nnn nentoH MapTeHa;

- 9KCTPaKT 4 POXKEBOW;

- pacTBOp LMCTenHa ruapoxaopuaa koHueHTpauvein 10 rigm3;

- KNCNOTY e30KCUPUOOHYK/TEUHOBYIO, CTEPUIIbHBIA PacTBOp KOHUeHTpauuel 2 r/gm3

- MEHNUWUINNH KOHUEHTpauvein 20000 ME/cm3;

- pactBop P-HukKoTMHamMunaafeHNHAMHYKIeoTAa KoHUeHTpauvein 10 r/cm3;

-0.9 %-HbIii pacTBOp HATPUS X/1I0pMUAa N30TOHNYECKUIA;

- DEAE - gekcTpaH;

- cepue roesxbe.

- 9KCTPaKT Mo3ra TesfieHka;

- CbIBOPOTKY /10WAJAVNHYI0 CTEPUSIBbHYIO;

- CbIBOPOTKY CBUHY!IO;

- MyKv COEBOWi rmaponnsar;

- 6MOTUH:

- Kanbuumsa namToTeHar,;

- XONHa Xnopua;

- KNCNOTY hOIMEBYIO;

- i-NHo3uT;

- HUKOTMHaMWA,;

- MMPUAOKCUHA TMAPOXIOPUL,;

- pubodhnasuH;

- TMamuHa rmgpoxnopug.

5.2 [lonyckaeTca NpYMeHeHne Apyrux cpeacTB U3MepeHnin ¢ MeTPOoIOrMYeckMn XxapakTepucTrkamm
N 060pYA0BaHUS C TEXHUHYECKUMW XapakTepucTukamu, a Takke mMaTepuanoB U peakTUBOB MO KavyecTBy He
HUXE YKa3aHHbIX.

5.3 [lonyckaeTcs MCMosib30BaHMe rOTOBbIX U CyXUX MUTaTesibHbIX Cpef, fnpefHasHavyeHHbIX A1
yKasaHHbIX Leneii, a Takke cpef, NpUroToB/IEHHbIX NO NPONUCKU NPOU3BOAUTENS.

5.4 BmecTo 060pyfoBaH/Ns U MatepmanoB MHOTOKPATHOro UCMOob30BaHUA (Yallek MeTpu, NUnNeTok,
npobupok, g1akoHOB, BYTbIIOK) MOXET UCNONb30BaTbCA O4HOPA30BOe 060pyOBaHMe U Matepuasbl, ecim
OHW aHaNI0rNYHbl N0 TEXHUYECKUM XapakTepucTmkam, noaxoaaT AN UCNONb30BaHUS B MUKPOGUONOrUN 1 He
cofiepXar BeLlecTB, NoAasAlLWmnX pocT MUKPOOPraHU3MOoB.

6 OT60p U NoAroToBka Npob ANA UChbITaHUSA

6.1 Ons vcnbiTaHus oTGMpaloT Npo6bl IeKAPCTBEHHOTO CPEACTBA B KO/IMYECTBE, YKa3aHHOM B
Tabnuue 1. ecnM HET APYrux ykasaHuii B HOPMATMBHOM [OKYMEHTE Ha KOHKPETHOE J/leKapCTBEHHOE
CPefCTBoO.

Ta6nnya 1 - Konnuectso ob6pasuoB (amnyn, dNakoHOB) ANS NPOBeAEHWs aHanuM3a OT cepuu

KONMYEeCTBO eanHIL, B cepum KonnuecTtBo egnHuL, 4NA NpoBeAeHna aHannsa, He

MeHee
He 6onee 100 10 % wnu 4 wT. (6epyT HambonbLlee)
Ot 100 go 500 10 wr.
Bonee 500 2 % wnu 20 wt. (6epyT HauMeHbLIee)

Mpn BCKPbITUM NpPOObLI HE AONYCKalT ero KOHTamuHauvio MUKPOOPraHusMamu, KOoTopble MOoryT
HaxoAuTbCA Ha €ero BHELWHeil noBepxHoCTW. AMNynbl U Mpobku hnakoHoB npoTtupatT 70 %-HbiM
PeKTUNKOBAHHBIM 3TUI0BLIM CMMPTOM U hiamMbupytoT.

6.2 TMpo6bl Cyxux NleKapCTBEHHbIX CPeACTB NpeasapuTelbHO PasBoAAaT CTEPWU/IbHBIM pacTBOpUTENIeM
(0.9 %-HbIM M30TOHMYECKAM PACTBOPOM X/IOPUAA HATPUA MWW AUCTUNMPOBAHHOW BOLOMW, €C/M He ykasaHo
[Apyroro B HOPMaTUBHOM [OKYMEHTE Ha KOHKPETHOE SlekapCTBEHHOE CPeACTBO) A0 NepBoHaYanbHOro o6bLema,
yKa3aHHOro Ha 3TUKeTKe.

6.3 BbICeB XWUAKUX JIEKAPCTBEHHbIX CPELCTB NPOBOAAT HENOCPEACTBEHHO U3 Kax4oro dpiakoHa unm
amny’bl.
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6.4 [ns noceBa Ha KaxAyl NUTATesbHY Cpedy MCMOMb3ylT KOMMYECTBO McCreayemoli npoob,
npvBefeHHoe B Tabnuue 2. €ciM HeT APYIUX ykasaHuii B HOPMATMBHOM [OKYMEHTE Ha KOHKPETHOE
NnekapcTBEHHOE CPeACTBo.

Tab6nwu La 2- MuHuUManbHoe KoNnyecTso I'Ip06bl AONA noceBa Ha nuTaTesibHble cpeabl

KonnuecTBo fiekapCTBEHHOIO CPefiCTBa B YNakoBKe. Konnuectso npoobl
cm3 44 nocesa, cM3

Mehee 1 Becb 06bem

1-4 /3 copepxmumMmoro, Ho He MeHee 1

5-19 2

20-100 2-4

Bonee 100 10

MpumeuaHne - O6bem nuTatenpHoW cpefbl A4nA noceea Ao/mkeH B 10 pa3 npesblwaTth

06bemM npobbl.
7 TloaroToBKa K UCNbITAHWUIO

7.1 MoparoToBKka nabopaTopHOl nocyabl

7.1.1 HoBylo CTEKNSAHHYHO NabopaTopHyK Nocydy KUMATAT B TedeHne 15 MWUH B AMCTUIIMPOBAHHOW
BOZEe, MOAKUCNEHHONM PacTBOPOM COMISIHOM KWCAOTbI, 3aTeM MpPOMbIBAOT BOAOMNPOBOAHON BOAOW U MOKOT
epLloM B Mbl/IbHO-COL0BOM pacTsope no 7.3.2. [locne 3Toro nocyfy TwaTesibHO NPOMbIBAOT CHavana
BO/ZOMNPOBOAHON BOAOM, a 3aTeM Tpu pasa ANCTUIIMPOBaHHOV BOLOWA, BbICYLLUMBAIOT U CTEPUIN3YIOT.

7.1.2 CtepunusyloT nocygy B astoknase npu 0.15 MlMa B TeyeHne 60 MUH UK CYLLUMNIBHOM LWIKady
npu Temnepatype (170 £ 5) °C B TeyeHne 120 MuH.

7.2 MoparoToBka 60kca

7.2.1 ExepHeBHO 60KC U NpeA6OKCHUK NoABeprawT TwaTebHoh y6opke 1 ge3nHgekymn 3 %-HbiM
pacTBOPOM Mepekucu BOAOpOAa WAN APYrMMU CPeAcTBaMu aHalorMYyHOro [feicTens € cobnofeHnem
TpeboBaHWii TEXHWUKM 6e30MacHOCTK.

Hopma pacxoga aesvHdumumpyowero pactsopa 7-100 cm3m2 npu BnaxHoi ybopke. Pactsop
rOTOBAT HEMOCPEACTBEHHO Nepes NpUMeEHEeHNeM.

7.2.2 fonyckaeTcsa ge3vHpuUnpoBaTb GOKC ropssuMm MbllIbHO-COL0BLIM PAcTBOPOM TeMmnepaTypoii
50 °C — 60 °C no 7.6.2 nan aHtucentosniom no 7.3.1. B kaxgom 6GOKCe [O/MKHbl ObiTb YCTAHOBMEHbI
6akTepuymaHble namnbl U3 pacyeta 2,0 - 2.5 B Ha 1 M3 Jlamnbl pasmeLlatoT Ha NOTOJIKE U Ha cTeHax. bokc
06/yyaloT 40 Hayana NpoBefdeHus McnbiTaHua B Tedenne 1.5 - 2.0 4. Bo Bpems npoBefeHUss UCMbITaHus
namnbl JO/KHbI 6bITb BbIK/OYEHbI.

7.2.3 YuctoTy BO3AyxXa B 6OOKCe MNpoOBepsAlT OAWH pa3 B HeAento, UCNosb3ys annaparsl,
npeAHasHauveHHble ANA 3TUX ueneit (annapat KpotosBa v Ap.) WM METOAOM 3KCNO3uuMu valwek MeTtpu ¢
TBEpPAbIMU NuTaTenbHbiMu cpegamun (MMA. MMB. cpega Cabypo) ¢ nocnegyowmm KynbTUBUPOBaHWEM B
TepmocTarte npu temnepatype (37 £ 1) °C B TeyeHue (24 = 2) 4 u onpefesieHNeM KOIM4YeCcTBa BbIPOCLUNX
KOJIOHWI 1 BUAOBOI NPUHAAMEXHOCTU MUKPOOPraHW3mMoB (CeAMMEHTaLNOHHbIA MeTog).

7.2.4 [lonyckaeTcA  NpuUMeHATb  Apyrne  MeToAbl  NPOBEPKM  0O6CEMEHEHHOCTUM  BO3fdyxa
MWKpOOPraHm3Mamu, HanpuMep acnupauunoHHbIi mMeTod, npeacTasnawowuii coboli uccnegosaHne npo6
Bo3gyxa o6bemom Ao 100 M3 nocpefAcTBOM MpocacbiBaHUs BO3gyxa 4yepes (huibTpbl C NOCAeayroLWwmum
Bble/IeHNeM 1 BbICEBOM MWUKPOOPraHn3mos no 7.2.3.

7.2.5 [onyckaeTcs HanumumMe He 6o/fiee TpPeX KOMOHMIA Ha udalwke [leTpu npu MccnefoBaHUn
celMMeHTaUNOHHbIM MeToA0M U He 6onee 500 KOE/mM3npu nccnefoBaHun acnupalyoHHbIM MeTogoM. pu
NPeBbILEHNN yKa3aHHbIX 3Ha4YeHuil 06CceMeHEeHHOCTW BO3ayxa B 60oKce paboTy npekpaiialT U nNpoBogAT
KOMMNIEKC ~ CaHWTApHO-TUTMEHWYECKUX  MeponpusTUiA € NOCMeAyLWUM  KOHTPOSIeM  MUKPOGHOI
06cemMeHeHHOCTN BO3ayXa.

7.3 TpurotoBneHne aHTUCENTUYECKMUX PACTBOPOB

7.3.1 TpurotossieHMe pacTeBopa aHTMcenTtona

[na npuroToBneHns pacteopa aHTucenTona 6epyT pacTBOp X/I0OPHOI M3BECTU MaccoBoit gonein 50 %
M pacTBOp Ka/ibLMHMPOBAHHON COAbl MaccoBoi poneli 5 %, cnvBalT B paBHbIX 06bemMax W nepes
npuMeHeHnem pa3basisalT BOAOMNPOBOAHON BOAON B COOTHOLWEHUN 1:50.

7.3.2 TpUrotoB/sieHMe MblIbHO-COAOBOIO pacTeopa

[Onsa nNpuroToBnieHNss MblIbHO-COA0BOro pactesopa 6epyt 10 r cogpl. 10 r cTMpanbHOro nopowka u 5
CM3HalaTbIpHOro cnvpTa, pacTeopslT B 1 AM3BOA0ONPOBOAHOW BOfbI.
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7.4 O6wune TpeboBaHUA, NpeabaBafgeMble K NPUTOTOBIEHUIO U XPAHEHUIO NMUTATENbHBIX Cpej,

7.4.1 O6wue pykoBoAsALMe yKasaHUss NO OGecrneyvyeHWto KayecTBa MNPUrOTOB/IEHUS, a TaKkke
UCMbITAHWI0O MUKPOBUOIOTMYECKUX KPUTEPUEB KayecTBa, POCTOBLIX W CEMEKTUBHbLIX CBOMCTB NUTATE/IbHbIX
cpeg - no NOCT ISO 11133-1 nrOCT ISO 11133-2.

7.4.2 ToTOBUTL NUTaTe/IbHblE Cpefbl crieayeT CTPOro NpuAepXuBascb NpUBefeHHON peuenTypsl, a
cyxue nutaTefibHble cpefbl - COI/1aCHO WHCTPYKLMX MO MPUMMEHEHUIO OpraHusaunn-nponssoguTens.
Heobxoaumblii pH nuTaTtenbHbIX cpef ycTaHaBnBalT Npu Temnepatype (25 + 2)°C. Cpefibl CTepuIn3yioT B
aBTokNaBe B TeyeHne 15 mMuH npu Temnepartype 121 °C, ecnm HeT APYruUX ykasaHuii B HOPMAaTUBHOM
[OKYMEHTe Ha KOHKpPEeTHOe /leKapCTBEHHOE CPefCTBO.

7.4.3 Mocne ctepunusaunnm He MeHee 5 % NPoOOGUPOK WK Yallek OT Kakoh napTum nutaTesibHol
cpefbl NoOMeLLaloT B TEPMOCTAT U UHKYOUPYIOT B TeyeHne 14 cyT, napasnnefibHo C NOCEBOM Ha CTEPWUSIbHOCTb.

7.5 MNpurotosneHne nuTaTenbHbIX cpesq

7.5.1 NMpurotoBneHne cmecu BUTAaMUHOB

[Ona npurotoBneHnss cMecu ButammHos 6epyT 100 mr 6uoTuHa. 100 Mr naHToTeHata kanbuus, 100
Mr xnopuga xonuHa, 100 mr donvesoint kmcnotbl. 200 mr  i-MiHo3uTa, 100 Mr HukoTMHamuga. 100 mr
rmagpoxnopuga nupugokcvHa. 10 mr pubochnasuHa, 100 Mr rugpoxnopupa TUaMuHa, CMeLlBaloT B
CTepUNbHbIX YC/OBUSAX U AOBOAAT 06bem pacTBopa CTepubHON AUCTUAMPOBaHHON BOAON Ao 1000 cm’.
[OTOBYIO CMeCb CTepUNU3YIOT aBTokNasnpoBaHnem B TeyeHue 10 - 15 muH npm 110 °C. Ncnonb3yeTca Kak
KOMMOHEHT NMpun NpuUroToeneHun cpefsl ®pes.

CpoK XpaHeHns cMecy BUTaMWHOB B 3allMLIEHHOM OT CBeTa MecTe Mpu KOMHAaTHOW Temnepartype -
He 6onee 1 mec.

7.5.2 MpurotoBneHne 6yNbOHa 3KCTpaKTa roBsXbero cepgua

[Ona npurotoBneHna 6ynbOHA 3KCTpakTa roBsXKbero cepgua cmewmsarT 500 r roBsXxbero cepaua.
10 r chepmeHTATUBHOrO NenToHa. 5 r xnopuaa HaTpus, 4OBOAAT 06beM pacTBopa AWCTUNIMPOBAHHON BOAOI
[0 1000 cm3, cTepunnsyoT aBToknaBmpoBaHvem B TeueHve 15 muH npu TemnepaTtype 121 “Cwu cunbTpyroT
yepes BaTHO-MapneBbllii hunbTp. Mcnonb3yeTcsa kak KOMNOHEHT ANA NPUrOTOBNEHNA cpeabl Xeliduka.

7.5.3 MpurotoeneHne c6anaHCcMpoBaHHOTO COIEBOrO pacTBopa XaHkca (MoANMNLMPOBAHHOTO)

[nsa npurotoenexusa cbanaHcUpoBaHHOTO MOANMULMPOBAHHOIO COIEBOr0 pacTBopa XaHkca 6epyT
6.4 r xnopuga Hatpusa. 0,32 r xnopuga kanms, 0.08 r cynbpara marHus. 0.08 r xnopuga maruusa. 0.112 r
6e3BogHOro xnopmga kanbums. 0.0596 r rugpodocthar aurmgpata Hatpus, 0.0048 1 6e3BOAHOrO
avrngpodpochaTa kanmsa 1 4oBOAAT 06bEM pacTBopa ANCTUIIMPOBaHHON Bogol Ao 800 cm3.

CTepunu3yoT MeTogoM MmemopaHHON nnbTpaLumn, N3NoXeHHbIM B pasgene 9.

Vicnonb3yeTcs Kak KOMMOHEHT A/15 NPUroToB/IeHNs cpefbl Ppuca.

7.5.4 NpurotoBneHne 6ynboHa U3 3KCTpakTa cepala u Mo3ros

[na npurotoBneHusa 6ynboOHa M3 3KCTpakTa cepaua u mosros 6epyT 200 r akcTpakTa Mo3ra TeneHka.
250 r aKcTpakTa roBsxbero cepgua, 10 r pepmeHTaTMBHOrO MNenToHa, 2 I MOHOorMaparta [wkKosbl. 5 r
xnopuga Hatpusa. 2.5 r 6e3sogHoro rugpodocdara HaTpus n 4oBoAAT 06beM pacTeopa AUCTUI/IMPOBAHHOM
BOAON A0 1000 cm3 CTepunm3yloT aBTOKNaBUPOBaHMEM B TeyeHue 15 MuH npu Temnepatype 121 °C u
uNbTPYIOT Yepes BaTHO-MapneBblit PUILTP.

Vicnone3syetcs Ans npurotosfieHna cpefpl dpuca.

7.5.5 MpurotoBneHune 6ynboHa PPLO

Ana npurotoBneHns 6ynboHa PPLO 6epyr 50 r akcTpakta roBshkbero cepgua, 10 r
dhepmeHTaTMBHOrO NENToHa. 5 r xnopuga HaTpysa 1M oBOASAT 06bEM pacTBoOpa AUCTUNMPOBAHHOW BOAOW A0
1000 cm3. CTepununsyioT aBTOKNaBupoBaHWeM B TedeHuwe 15 muH npu Temnepatype 121 °C v cunbTpyroT
yepes BaTHO-MapneBblii unbTp.

Mcnonb3syeTca Ans npurotosneHusa cpegpl dpuca.

7.5.6 MpuroToBneHne XnMAKolW TUOTIMKONEBOWN cpeabl

[nsa npurotoBneHns XWAKOW Tuornmkonesoi cpepbl 6epyt 0.50 - 0.75 r  /.-umcTeuHa, 0.75 r
rpaHyMpoBaHHOro arapa MaccoBoli foneli Bnarun He 6onee 15 %. 2.5 r xnopuga Hatpus. 5,0 r moHorugpara
rnoKo3bl. 5.0 1 BOAOPACTBOPMMOr0 APOXKEBOro aKcTpakra. 15,0 r naHkpeaTMyecKoro ruaponnsara KkaseunHa,
TMOrNMKoneBoi kucnotbl, 0.3 cmM3 unu Tmornukonsita Hatpusa, 0.5 - 0.75 cm3 foBOAST 06BEM pacTBopa
ANCTUAIMpOBaHHOW Bogoi Ao 1000 cm3um HarpeBaloT A0 MOMHOro pactBopeHus. 3atem go6asnsawTt 1.0 cm3
CBEXENPUroTOB/IEHHOr0 pacTBopa pe3asypuHa Hatpus (1 :1000), nepemeluMBalOT 1 pa3nueatoT B NPo6GUPKN
cooTBeTCTBylLero obbema. Cpefly aBToknaBupytoT npu Temnepartype 121 °C B Tedyenne 15 mvH. pH cpegbl
nocne ctepuamsayuu (7.0 £ 0,2).

7.5.7 NpuroToBNeHNEe XNAKOW COeBO-Ka3eMHOBON cpeabl

[nsa  npuroToBneHns XWOKOM COeBO-ka3eMHOBOW cpefbl 6epyT 17.0 © naHkpeaTWyeckoro
rmaponusarta kaseuHa. 3.0 r rmaponusaTa coeBoit Mmyku, 5.0 T xnopuga HaTpus, 2.5 r xnopuga kanus, 2,5 r
kanua docthata ABy3amelL,eHHOro. 2.5 1 roko3bl, JOBOAAT 06bEM pacTBopa AUCTUNNNPOBaHHON BOAOW [0

6
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1000 cmM3 n HarpesalT [0 MOMHOrO pacTBopeHusa. OxnaxgatwT [0 KOMHaATHOW Temnepatypbl. Ecnn
TpebyeTcs, f06aBnsal0T 1 Mmonb/gM3 pacTBOp €4KOro Hatpa, 4tobbl pH nocne crtepunusauumm 6bin 7.3 + 0,2.
dUNbTPYIOT 4NA NONYyYEeHUs NPO3payvHOil cpefbl, pasnuBatloT No Npobupkam W CTepuIM3yloT B aBTOKNaBe
npu Temnepatype 121 °C B TeyeHue 15 MuH.

[ns nonyyeHus arapyv3oBaHHON NMUTaTENbHOW cpeabl K NPUrOTOBIEHHON XUAKOW COeBO-Ka3enHOBOM
cpepe pobasnsawT 10 - 20 r arapa.

7.5.8 MpuroTtoBneHne xungkon cpeabl Cabypo

[na npurotoBneHus xuakoi cpeabl Cabypo B 1000 cmM3AUCTUNNNPOBaHHON BoAbl fobasnstoT 10 r
CyXoro (hepMeHTaTMBHOIO MenToHa, KUNATAT B TeyeHue 10 MUH. unbTpyloT, npubasnsaT 40
r10KO3bl, yCTaHaBMMBAKOT COMISIHON KMCNOTOl MaccoBoii goneit 1 % - 2 % pH (5.6 £ 0,2). pasnuBaioT B
CTepubHble NPOBMPKN 1 CTePUIN3YIOT aBTOKNaBnpoBaHmeM npu temnepartype 121 °C B TeyeHne 15 MuH.

[na nonyyeHuss arapv3oBaHHO NUTATeNbHOW cpedbl K NPUrOTOBAEHHON Xuakoin cpege Cabypo
pob6asnsAwT 10 - 20 r arapa.

7.5.9 NpurotoBneHue cpeabl Xelidnka

7.5.9.1 [ins npuroToBNeHWsA XWAKON cpepbl Xeldmka roToBAT ocHoBY cpefbl: 6epyT 90.0 cm3
6y/ibOHa M3 3KCTpakTa roeshkbero cepgua. 10.0 cM34poXOKeBOro akcTpakTa KoHueHTpaumein 250 r/gm3, 5.0
cmj pacTBopa (DeHOM0BOr0 KpacHOro KoHueHTpauuei 0.6 r/gm3 foBOAAT A0 KANEHUSI N KUNSATAT B TeYeHue
10 muH. Cpepy cTepunnsyoT aBToknasnposaHnem npu temneparype 121 °C B TedeHne 15 MuH.

7.5.3.2 3atem OcHOBY cpefbl oxnaxgalT Ao Temnepatypbl 40 ° C - 45 °C u go6asnsioT 20.0 cm3
CTEPUNbHOM NOWafUHON CbIBOPOTKU, HE MNOABEPrHYTOW HarpeBy W NPOBEPEHHOV Ha KOHTaMUHaLMIo
Mukonnasmamu. 1,20 cM3 cTepubHOTO pactBopa [Ae30KCMPUOOHYKTEeMHOBOM KUCNOTbl KOHUEeHTpauuen 2
r/am3un 0,25 cm3neHnUMnAnHa ¢ cogepxaHmem neHmuunnmHa 20000 ME/cm3. 3HaveHue pH goBoasat fo 7.8
pacTBOPOM efKOro HaTpa MaccoBOW KoHueHTpauueli 10 %. Cpefy He CTepUIn3yIoT.

7.5.9.3 [lns npuroToBfieHMs TBEPAOWN cpefbl K OCHOBe XWAKOW cpepbl Xendimka no 7.5.9.1
[o6aBnAlT arap B KoHUeHTpauun 15 r/agm3, cTepunun3yloT aBTok1aBpoBaHneM npu temnepartype 121 °C B
TeueHue 15 MuH. oxnaxgatT Ao temnepaTypsl 40 °C - 45 °C, a 3aTeM f06aBNSOT KOMMOHEHTbI Mo 7.5.9.2.

7.5.10 MpurotosneHue cpenbl dpes

Cpepa pekomeHgyeTca gna obHapyxeHna Mycoplasma Synowiae.

[na npurotoBnexHns xuakoi cpedbl ®pes cmewmnsaoT 90.0 cM36yNbOHa W3 IKCTPaKTa roBSXbEro
cepaua. 2.0 cM3 pacTBopa MoHoruzparta roKko3bl KoHueHTpauueli 500 r/gmM3 12,0 cM3 CBUHOI CbIBOPOTKMY,
MHaKTMBMpOBaHHOI npu 56 °C B TeueHne 30 MuH. 5.0 cM3pacTBopa heHOM0BOro KpacHOro KoHUeHTpauuei
0.6 r/gm3. CTepunusytoT aBTokNaBupoBaHNeM npu Temnepartype 121 °C B TeueHune 15 MUH. oxnaxgaroT Ao
Temnepatypbl 40 0C - 45 °C. a 3artem pgob6asnsawT 0.25 cm3 neHuymnnmHa (20000 ME/cm3), 0.025 cm3
cmecu BuTammHoB no 7.5.1,1.0 cm3pacTtBopa (3-HukoTHammaageHuHAVHYk1eoTaa KoHueHTpaumueid 10 r/cm3
1 1.0 cm3pacTBopa uucTenHa ruapoxnopuga koHueHTpaumeid 10 r/gm3. 3HaveHne pH cpeabl 4OBOAAT A0 7.8
fob6asneHnem pacTsopa efKoro HaTpa MaccoBOV KOHLeHTpauvei 10 %.

[ns npurotoBnexHusi TBepaoii cpeabl ®pes cmewmsaot 90,0 cM36yNbOHA M3 IKCTPAKTA FOBSHKLETO
cepaua. 2.0 cm3 pacTBopa MoHOrugparta [oKo3bl KoHueHTpaumein 500 r/gm3 12,0 cm3 cBMHOM CbIBOPOTKM,
MHaKTMBMpoBaHHoW npu 56 °C B TeueHne 30 MuH. 5.0 cm3 pacTBopa (heHOI0BOr0 KPacHOro KOHLeHTpauvei
0.6 r/am3. 1.4 1 oumlleHHOro arapa, 3HadeHve pH foBOAAT [0 7.8. CTEPUIM3YIOT aBTOKIaBMpOBaHUEM Mpu
Temnepartype 121 °C B TeyeHue 15 MuH. 3aTem oxnaxgalwT go temnepatypbl 40 0C - 45 °C n pobasnsioT
0.25 cm3 neHuumnnuHa (20000 ME/cm3. 0,025 cm3 cmecn ButamuHos. 1.0 cm3 pacteopa (F
HukoTuHamMungaaeHuHAVHYKNeoTaa KoHueHTpauueli 10 r/cm3u 1.0 cm3 pacTBopa LMCTEMHA ruapoxaopuaa
KOHueHTpauuei 10 r/am3.

7.5.11 MpuroTtosneHue cpepbl dpuca

Cpefa pekoMeHayeTca AN 06HapyXeHNsa MUKOMNasm, Kpome NTUYbUX.

[ns  npuroToBneHuss  xuakoih  cpeabl  ®puca Gepyt 800 cmM3 cHGanaHCMpOBAHHOMO
MOAMMLMPOBAHHOTO COIEBOr0 pacTtBopa XeHkca. 67 cm3 AUCTUNNNPOBAHHOW Boabl. 135 cmM33KcTpakTa u3
cepaua n mo3ros. 248 cm36ynboHa PPLO, 60 cm34poXKeBOro akcTpakta koHueHTpaumeit 170 r/gm3, 250
Mr 6auutpauuHa. 250 mr metuuunnuHa, 4,5 cm3 )eHOM0BOrO KpacHOro KoHueHTpauueid 5 r/gm3 Cpeay
CTepuUnun3yloT aBToKNaBupoBaHem npu temnepatype 121 °C B TeyeHune 15 MuH. 3aTem oxnaxgaroT [0
Temnepatypbl 40 3C - 45 °C, 3HaueHune pH pgoBogaT fo 7.40 - 7.45 n fo6asnsioT cTepunibHO 165 cm3
NOWaANHOW CbIBOPOTKU. 165 CM3CBMHOI CbIBOPOTKM, NPOBEPEHHbIX HA KOHTaMUHALMIO MUKon1asMamu.

[Ona npurotoBneHus TBepgoi cpedbl Ppuca cmewmsawT 800 cm3 cbanaHCMpOBaHHOMO
MOANMULMPOBAHHOIO COMIeBOro pacteopa XeHkca. 200 mr DEAE - pekctpaHa u 15.65 Mr o4uuieHHOro
arapa. Mosly4eHHyl0 cMecb CTEPUIN3YIOT aBTOK/1aBpoBaHeM B TedeHne 15 muH npu Temnepatype 121 °C
n fo6aensaoT K 1740 cM3Xuakoi cpeabl dpuca.

7.6 YCNoBUA XpaHeHusa nutaTesibHbIX cpef

7.6.1 Cpoku 1 yCnoBus xpaHeHus KynbTypasibHblx cpef - no FOCT ISO 11133-1.
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7.6.2 )Xvgkve nuTatenbHble cpefbl MPOMbILLIEHHOrO MPOU3BOACTBA, FOTOBblE K yrnoTpeb/eHuto,
XPaHAT B MIOTHO YKYNOPEHHbIX coCyAax npu yCI0BUN COXPAHEHUS UX CTEPUIBHOCTU U POCTOBbLIX CBOICTB B
TeyeHue cpoka rofHoCTu1, ykasaHHOro nNpou3BOANTESIEM.

7.6.3 Cyxue nutaTesfibHble cpefbl NPOMbILLIEHHOTO MPOU3BOACTBA XPAHAT B CYXOM, 3allulleHHOM
0T cBeTa MecTe B COOTBETCTBMM C UHCTPYKUWeW npom3soanTens. [locne BCKPbITUS yNakoBKM HEO06X04umo
HanucaTb AaTy BCKPbITUS U fjanee XpaHUTb NpU KOMHATHOM TeMnepaTtype A0 OKOHYaHWs cpoka rogHoctu. Mo
NCTEYEHNN CPOKa rOAHOCTU, yKasaHHOro NPou3BoAUTENIEM, CPEAbl YHUUTOXAIOT.

7.6.4 TIpUrOTOBNEHHbIE U3 CYXWUX CMeceil U pasnuTbie BO h/lakOHbl NUTaTeNbHble cpefbl XPaHAT B
TeueHue 1 Mec npu KOMHaTHOI TemnepaType unu 3 Mec npu Temnepatype oT 2 °C go 8 °C. Cpok rogHocTu
nuTaTtesibHbIX Cpef, pasnuTbixX B yalwku MeTpu, coctasBnaeT 7 cyT npu temneparype 2 °C go 8 °C.

7.6.5 Ecnu npu xpaHeHWn TUOINNKONEBON cpefbl, coAepxallell pe3a3ypuH. BEPXHWUIA Cnoi cpeppl
(bonee 1/3 ob6bema) okpacuTCs B pO30BbIA LBET, TO Cpedy MOXHO pereHepupoBaTb HarpeBaHMeM Ha
Kunawen soasiHoii 6aHe B TeueHne 10-15 MWH [0 MCYE3HOBEHUS PO30BOW OKpPacku C Moc/ieayroLmnm
GbICTPLIM OXNaxaeHneM. Ecnun okpacka He ucyesaeT Nocne HarpeBaHus, To cpedy CUMTAlOT He NPUrogHON K
ynotpebneHuto. Perenepaymio cpefibl MOXHO NPOBOANTL TOMIbKO OAWH pas.

7.7 OnpepeneHne pocTOBbIX CBOWCTB NUTaTeIbHbIX Cpefq

7.7.1 OnpepenexHne pocTOBbIX CBONCTB NPOBOAAT ANS KAXA0M NapTum KOMMepYeckoi cpefbl (Cyxoi
1 TOTOBOW K MCMO/Ib30BaHMI0), a Takke ANA KaxAol napTum cpefbl, U3roTOB/IEHHON B nabopatopuu.

7.7.2 Tlpy vCNbITaHWN POCTOBbIX CBONCTB NUTaTENbHbIX CpPef, WUCNONb3yeMblX ANA onpefeneHus
6akTepuii 1 rpubos, B ABE MPOOGUPKM CO CPefoil BHOCAT Ky/lbTypy TecT-lwTamMma, KaXgoro OTAEeNbHO,
cornacHo taénuue 3 B konmyectse 10 - 100 KOE.

Ta6nuuya 3 - TecT-MUKPOOPraHU3Mbl A5 MPOBEPKM POCTOBLIX CBOMCTB MUTATENbHLIX CPes.
UCMoNb3yeMbIX A5 onpeAeneHns 6akTepuii, (pU60B U MUKOMIA3M

TecT-kynbTypbl Ycnosus uHKy6aumm

Mutatens MUKpPOOPraHM3moB
Hble Cpok
cpeapl Bug LWtamm TemnepaTypa.°C  uHKy6aL,
um, cyT
XKngkas A3pobHble 6akTepuu:
TUOrIMKON Bacillus subtilis ATCC 6633
eBast Staphylcoccus aureus ATCC 6538-P 325%2.5 3
cpepa Pseudomonas aeruginosa ATCC 9027
AHaspo6Hble GakTepum:
Clostridium sporogenes NCK 272 325+£25 3
Xnpkas
COeBo-
Kase- [pno6bI:
nHoBas Candida albicans NCTC 885-653 22525 5
cpefa Aspergillus niger ATCC 9642
Cpepa
Cabypo
Muraten Mukonnasmbi:
bHble Acholeplasma laidlawii NCTC 10116. ATCC 23206
cpefbl Mycoplasma gallisepticum NCTC 10115. 19610
ans ATCC N 10130 3741 o1
BbISAB/IEHU Mycoplasma hyorhinis NCTC 23714
A Mycoplasma orale NCTC 10112. ATCC 25204
MuKonnias Mycoplasma synoviae NCTC 10124, ATCC
M

MpunmeyvyaHunna

1 ATCC - AmepukaHckas Konnekuus Tunosbix Kynobtyp. CLLA.

2 TWCK - TocypapcTBeHHass KOMMNeKUMa naTtoreHHbIX MukpoopraHuamos [UICK wum. J1LA.
Tapacosuya. Poccus.

3 NCTC - HaunoHanbHas Konnekunsa TMNoBbIX KyNbTyp.

WNHKy6MpYOT B COOTBETCTBUM C YC/IOBUAMM, ONMUCAHHLIMK B Tabnuue 3. Ecnn B TEYEHUE BPEMEHU
MHKy6auuuM B cpefax BM3yaslbHO OTMEYaloT pocT  TecT-WTamMmMa MUKPOOpraHusma, cpefy cuutawT
NPUrogHoi ANsi NCMO/Ib30BaHMS.

8
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7.7.3 Mpy npoBefeHuWn UCMbITaHWI Ha POCTOBbIE CBOWCTBA NUTATENIbHbIX Cpef A5 onpegeneHus
MUKOMNa3M B OGMOMOrMYECKNX Mpenaparax WCNONb3ylT MO KpaliHeil mMepe OAWH U3 BMAOB MUKOMAA3M,
yKasaHHbIX B Tabnuue 3. MNpu 3TOM yUnTbIBAIOT LleIeBoe Ha3HauyeHne TeCcT-KynbTyp:

- Acholeplasma laidlavwii NCTC 10116. ATCC 23206 (BakKuyVHbl A5 BETEPUHAPHOTO MPUMEHEHNWS, B
NPOn3BOACTBE KOTOPBIX UCMO/bL3YIOT aHTUOUOTUKNY);

- Mycoplasma gallisepticum NCTC 10115. ATCC 19610 (B cny4yasix, korga npu npou3BoacTsBe
BakKUMH MCMO/Mb3YOTCA Matepuasnbl, UMeLlme NTuYbe NPOUCXOXAEHWEe UNN ANS BakuWH, NPUMEHSeMbIX B
nTULEBOACTBE);

- Mycoplasma hyorhinis NCTC 10130. ATCC 17981 (BakuuHbl A5 BETEPUHAPHOIO MPUMEHEHWS,
KpoMe NTUYbKX);

- Mycoplasma orale NCTC 10112, ATCC 23714 (BakuuHbl 418 BETEPUHAPHOTO NPUMEHEHUS);

- Mycoplasma synoviae NCTC 10124. ATCC 25204 (B cny4yasx, Korga Ans npousBOACTBa BaKUMH
MCMONb3ylTCA Matepuanbl, VMelole NTUYbe MPOUCXOXAEHUE WM ANS  BakuWH, NPUMEHSEMbIX B
nTUUEBOACTBE).

7.7.4 BbibpaHHble nuTatesnbHble cpefbl A8 MUKOMAasM 3aceBatoT COOTBETCTBYHOLWMMMW TecT-
MUKpoopraHmamamu. Ha vawky Metpu ¢ TBepAoil nuTtaTenbHON cpefovi unu dnakoH BMecTumocTbio 100
CM3, coaepxalmii XUAKYI0 nuTaTesibHyl0 cpeady, BHocAT He 6onee 100 KOE TecT-mukpoopraHmsma. Ans
KaXJoro BuAa MMUKpOOpraHvw3Ma MCNosb3ylT OTAEeNbHble Yallkn U dNakoHbl. XXugkve cpefbl MHKYOoupyoT
npu Temnepatype ot 36 °C go 38 °C; TBepAble cpefbl VHKYOUPYOT B MUKPOA3podUbHbIX YCroBusx (B
aTMmocpepe asoTta, cogepxawero 5 % - 10 % aguokcuaa yrnepoga) npu temnepatype ot 36 °C go 38 °C.
Mocne wHKyb6auun npoBogAT nepeceBbl No 0.2 cM3 XWAKOM cpedbl Ha TBEpAyl cpefy Ha cefbMoOi,
yeTblpHaguaTtbli M ABafuaTtblii AeHb. TBephas cpefa BblAEpXUBAET WCMbITaHWe, ecnu Habnogaetcs
afleKkBaTHbIi POCT KaKAoro TecT-MukpoopraHusma. >Xuakas cpefa BbiAepxuBaeT UCMblITaHue, ecim
HabngaeTca afekBaTHbI POCT NepecesHHOro C Hee TeCT-MUKpoOpraHM3ma Ha valwkax MeTpu c TBepholi
nuTaTenbHoON cpenoii.

7.7.5 nMMutatenbHble cpefbl AOMKHbI o0b6ecneymBaTb POCT MWUKPOOPraHW3MOB-KOHTAMWHAHTOB
6u1onornyecknx npenaparos.

7.7.6 ToToBble NUTaTENbHbIE Cpenbl, NPOBEPEHHbIE HA POCTOBbLIE CBOWCTBA, pas3nuBatT no 6 - 8
cm3 (ana onpefeneHns aHasapobHbIX MuMkpoopraHu3moB Mo 10-12 cm3B npobupkn 1 no 50 - 60 cm3 BO
poiakoHbl BMECTMMOCTbI0 100 cm3

8 TlpoBeaeHne ncnbiTaHus

8.1 MNMpoBefeHne NCnbiTaHUSA Ha CTEPU/IBHOCTb MHAKTUBUPOBAHHbIX IEKAPCTBEHHBIX CPEACTB
C MCMOIb30BaAHNEM TWUOTIMKOIEBON cpefbl

8.1.1 N3 Kkaxporo chnakoHa (amnysbl) nekapcTBEHHOIO CpefcTBa MPOBOAAT MOCEB B KONMYeCTBe,
npuBefeHHOM B Tabnuue 2. B Tpu Npobupkyn C TUOMIMKOMEBOW Cpedoil, Tpu MPOGUPKU C XagKoi cpepoii
Cabypo v Tpu NpobMPKM C COeBO-Ka3eUHOBOM cpefoii.

MoceBbl Ha XWAKOW TUOTWKONEBOW cpefe WHKYGupyloT npu TemnepaType (32,5 + 2.5) °C. a Ha
xagko cpege Cabypo M XUAOKOW COeBO-Ka3eMHOBOW cpefde (He3aBMCMMO OT MeTofa nocesa) npw
Temnepartype (22.5 + 2.5) °C. Cpok nHKybuposaHus - 14 cyT. [ToceBbl Nepuoanyeckn npocMaTpusaroT.

8.1.2 Hannune pocTta MUKpoOOpraHn3smMoB onpefensioT BusyansHo. Ecnm B npouecce MHKy6rpoBaHus
noceBOB uccregyemasn npoba Bbi3biBaeT NOMYTHEHVWE NUTaTeNbHON cpefbl, Yepe3 5 - 7 cyT nocne Havyana
UCMbITaHMs He MeHee 1 cM3NoMyTHeBLUel cpebl NEPEHOCAT B Be NPOBUPKM C TOI Xe CTePUIbHON cpesoii.
MHKyBMpYIOT UCXxoAHble MOCEBbI U NepeceBbl B TeueHumn (14 ¢ 4) cyT.

8.1.3 Mpwu ncnbiTaHuM Npo6 nNpenapaToB Ha CTEPU/IbHOCTb NPOBOAAT KOHTPO/Ib CTEPU/ILHOCTU Cpes;
TPW NPOGUPKM C KaXAO0N cpefoit BblAepXuBatloT B TepMocTaTe B TeyeHue 14 cyT npu Temnepartype (32,5 +
2.5 )™C. co cpepoii Cabypo - npu Temnepatype (22,5 +2.5) °C.

8.2 lpoBefeHne wucnbITaHUA Ha CTEPUNBHOCTb JIeKAPCTBEHHbLIX CPefCcTB, cofepxalimx
WHaKTUBMPOBAHHbIE MUKPOOPTraHW3Mbl, UK MUKPOBGHYIO ¥ TPUOHYI0 KOHTaMUHaLWI0 NeKapCTBEHHbIX
CpeacTB, COAEepXaLlnX XUBble MUKPOOPraHM3Mbl 6e3 TUOT/IMKONEeBOW cpefsbl

8.2.1 W3 kaxpaoi npobbl NlekapCTBEHHOrO CpefAcTBa MPOBOAAT MOCEB Ha Xagkue nutaTefbHble
cpepbl: Cabypo. MMNB n MMMB (cpega Kutt-Tapouuwn) n TBepable nutatenbHble cpedbl: Cabypo n MMA. Ha
noceB WUCMOMb3YT MO TPWM NPOGMPKM M ABe Yalku C nuTatesnbHoin cpegoil. Ha cpegy KutT-Tapouum
[JenatoT BbICEBbI B iBE NPOGVPKN 1 ABa hnakoHa.

8.2.2 [na BbISBMIEHNS  @3pOOHbIX  MUKPOOPraHW3mMoB U Paky/bTaTUBHO-aHa3POO6HbIX
MUKPOOpraHM3moB BbiceBalT 0.5 cM3 noceBHOro Marepuana B ogHy nNpobupky n 1- 2 cM3 B 0aMH pNakoH, a
[ON5 BbISABNEHNSA aHa3pPOOHbIX MUKPOOPraHM3MOB - COOTBETCTBEHHO No 1 1 5 cm3
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8.2.3 Mpobupkn 1 hnakoHbl C NoceBaMn Ha BCeX cpefax, kpome cpefbl Cabypo, BblaepxuBaloT B
TepmocTaTe npu TemnepaTtype (37 £ 1)°C. Ha cpege Cabypo - npu Temneparype (22.5 + 2.5) °C, B Te4eHune
7 cyT (ANs aHa3’pO6HbIX nNpenapartos - 14 cyT).

8.2.4 Tlo ncTeyeHUM yKa3aHHOro cpokKa [AenakwT nepeces, 3a WUCKIYeHWeM nocesoB Ha MIA.
MepeceBatoT NPobbl Ha Te Xe nuTaTesibHble cpefbl U B TeX xe obbemax, YTo v npu nocese. BTopuuHble
noceBbl BbIAEPXUBAIOT 7 CYT (415 aHaspobHbIX npenapaTos - 14 cyT).

8.3 [lpoBefeHne UCMbITAHNA Ha KOHTaAMUHaLWUI0 MUKOMasmamu

8.3.1 [na onpefeneHna KOHTaMUHaUUW MUKONIasMaMy JIeKapCTBEHHbIX CPeACcTB MPOBOAAT WX
noces Ha BblbpaHHble nuTaTtesibHble cpedbl (7.5.9 - 7.5.11) B konmyecTBe 10 cM31ekapCTBEHHOrO cpeacTea
Ha 100 cm3kaxaon xugkoi cpedpbl, a Takke no 0.2 cm3 Ha yeTbipe vallky [eTpu ¢ aHanornyHol TBepaoW
nuTaTeNnbHOW cpesoii.

MoceBbl nHKy6UpYOT Npy Temnepatype (37 + 1) °C B a3pobHbIX 1 MUKPOA3pOhubHbLIX YCNoBUsX (B
aTMocpepe asoTa, cogepxawero 5 % - 10 % pauokcupa yrnepoga). Kuakve nutatesibHble cpegbl
WHKY6UpYIOT B TedeHne 20 - 21 aHA. TBepAble nuTaTeflbHble cpefbl MHKYOUPYIOT B TeuyeHne He MeHee 14
[OHel, 3a UCK/TIDYEHNEM MOCEeBOB, COOTBETCTBYOWMX 20 - 21-4HEBHOMY MepeceBy, KOTOPble WHKYOMPYIOT B
TeueHne cemun gHeli. OAHOBPEMEHHO B TEX X€e YCNOBUAX WHKYOUPYIOT No ogHOMY hiakoHy, cofepxaliemy
100 cm3, 1 no ABe yawku [NeTpu co cpegamu 411 KOHTPONSA UX CTEPUSIBHOCTH.

Ha 2-i1 - 4-i peHb nocne noceBa MPOBOAAT NepeceB mMaTepuana OT KaxAoW XUAKOW cpefbl B
KonuyecTBe He MeHee 0,2 cm3Ha ABe yaluku MeTpu kaxaoi TBepaol cpefbl. MNMepeceBbl NOBTOPSAIT Ha 7-i,
14-i n 20-i gHW ucnbiTaHus. MepeceBbl WMHKYOMpYlOT npu Temnepatype (37 = 1) °C B a3spob6HbIX K
MUKpPOaspouIbHbIX ycnosuax (B atmocdepe asoTa, cogepxauwero 5 % - 10 % guokcuga yrnepoga) B
TeueHue 21 aHS.

8.3.2 CocTosiHMe XUAKUX Cpef, KOHTPOMUPYIOT Kaxible ABa WX TPpU AHA W. B Criyvyae U3MEeHeHus
OKpackn cpefbl, BbIMOMHAT nepeceB. Ecnn B Xuaknx cpefax obHapyxmsBaloT pocT GakTepuii n rpmbos,
UCMbITaHNE CUMTAOT HeAEeNCTBUTE/TbHLIM 1 NMOBTOPSIOT.

8.3.3 [lonyckaeTcs ANsA uenein akcnpecc-MeToAa - BbISIBIEHWA MUKOMAA3M W/MAW NOATBEPXAEHMWSA
NPUHAANEXHOCTU BblfeNeHHbIX KyNbTyp K MUKOMa3mMam - WCNosb3oBaHue MeToga NosvMmepasHoW LEenHoi
peakumun ¢ NpUMEHEHNEM COOTBETCTBYIOLLNX TeCcT-cuctem. PaboTy npoBOAAT MO UHCTPYKLMM NPOU3BOAUTENS.

9 MNMpoBefeHue NcnbiTaHUA Ha CTEPUIBHOCTL METOAO0M MeMOpaHHOM thuibTpaLmm

9.1 MNpu onpegeneHun CTEPUNBHOCTU NEKapPCTBEHHbIX CPeACcTB, 06n1ajarolWmX BblpaXeHHbIM
aHTUMUKPOOHbIM felicTBMEM, a Takke B pacdacoske 6onee yem 100 cM3 MOXHO WMCNOML30BaTb METO,
MemMbpaHHO! unbTpauuu.

9.2 McnbiTaHne MPoOBOAAT C MCMO/Ib30BaHWEM (UNbTPALMOHHOW YCTaHOBKM, KOTOPY MOHTUPYIOT
TakuM 06pa3om, YTOObI nccnegyemyto npoby XnAKOro npenapara MOXHO 6bl10 BBECTU v NPOthnIbTPOBaTL B
YCNOBUAX acenTukn. Mcnonb3yloT memopaHHble dunbTpbl ¢ pasmepom nop (0.45 + 0,02) MKM 1 BHELUHUM
avameTpoM 47 MM C YCT@HOB/IEHHOW CMNOCOGHOCTBIO K YAEPXUBAHMIO MUKpOOpraHW3moB. MaTepuan
hUAbTPOB - HUTPAT LEe/N103bl AN aueTaT Lennonosbl.

9.3 OT6MpatoT HeobxoAMMOEe A1 UCMbITAHWUSA KOIMYECTBO MccnegyemMoli npobbl cornacHo Tabnuue 2
1 acenTuyeckn NepeHoCHAT Ha OAMH UM HECKO/bKO (ONNbTPOB.

Mpy ncnonb30BaHUM 3aMKHYTOl CUCTEMbl, EMKOCTW 3ano/IHAT paBHbIM 06beMoM cped. Mpu 3TOM
cnepyeT nsberatb aspauuy TMOTIMKONEBON cpefpl.

VcnblTaHns NPoBOAAT NoA Bakyymom npu fAasneHun 93.3 kMa 1 CKOPOCTU NPOXOXAEHUA XUOKOCTA
55 - 75 cM3B MUH.

9.4 TMocne okoHYaHMs UnbTPaLMM membpaHy NPOMbIBAIOT TPEMS - MATbIO NOPUUAMU CTEPUSIBHOTO
0.9 %-Horo pacTBopa Xx/sopufa HaTpust UM AUCTUNIMPOBAHHON BOAbl, NMOC/e Yero MemopaHy acenTUyecku
M3BNEKAIOT, paspe3arnT CTepWIbHbIMKW HOXHMLaMu normonam.  OfHy MNOMNOBWMHY NoMeljaloT B Konoby,
cogepxatyto 100 cm3 TUOTMKONEBOI cpedpl, a BTOpyw - B konby co 100 cm3 cpegbl Cabypo.
Tuornukonesyto cpefy C NOMeLLEHHbIMU B HUX (DUIbTPaMu BblAepXusatoT npu Temnepartype (32.5 +2.5) °C,
a cpepy Cabypo npu Temneparype (22.5 +2,5) °C B TeueHue 7 CyT Npu exeaHEBHOM MPOCMOTPE.

10 YueT v oUeHKa pe3ynbLTaToB
10.1 Y4yeT pe3ynbTatoB NMPOBOAAT NOC/E OKOHYaHWA nepuoga uHKybauuu.
10.1.1 JlekapCTBEHHble CpeACTBa, cofepxalliVe WHaKTUBMPOBAHHblIE MUKPOOPraHW3Mbl U TpUGHI,

CHNTaAKT CTepuibHbIMK, €C/in B NoceBax Ha nuTaTesibHble cpeabl OTCYTCTBYET POCT 6aKTepm7|, FpVI60B n
MUKON1a3Mm.
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10.1.2 JlekapCTBEHHble CPEACTBA, COAEepXalluWe XWBble MUKPOOpraHu3Mbl W Tpubbl, cumTaloT
CBOGO/AHLIMY OT KOHTAMMUHALMN NMOCTOPOHHUMYN GakTepusaMm, rpubamu 1 MUKoNIa3mMamiu, ecim B nocesBax Ha
nuTaTtenbHble cpefdbl He 06HaPYXXMBAKT POCT NOCTOPOHHENH MUKPOIOPHI.

10.1.3 Ecnv npu onpefeneHny MyuKonaasM o6HapyXeH poCT COMHUTENbHBIX KOJIOHWIA, TO NpoBOAAT
UX MAEHTUMKALMIO. KNeTouHble KyNbTypbl OKpallMBaloT (h/lyOPecUeHTHbIM KpacuTenem, o6nafaoLimm
CMOCOGHOCTbI0 CBsi3biBaThbCA € [AHK. Mukonnasmbl 06GHapyXvBalOT MO XapakTepHOW TOYeuHoi uau
BOJIOKHACTOM  (D/IyOPECUEHLUMM HAa KIETOYHOM MOBEpPXHOCTW. JIeKapCTBEHHblE CPEACTBA  CuMTaloT
BblAEPXaBLUMMU UCMbITAHWE, CIU TUMUYHAs AN MUKONasM (lyopecleHLnst He o6HapyxeHa.

11
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Bubnuorpadus

[1] PykoBoacTBO EC no Hagfexatlieil Npou3BOACTBEHHOW NpakTUKe A1 NEKAPCTBEHHbIX CPEACTB
MeAMLMHCKOrO 1 BeTepuHapHoro HasHadveHus (EC Guide to Good Manufacturing Practice for Medicinal
Products for Human and Veterinary Use)
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