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Irradiated Count-TaCt® 3P L agar (CT3P)Toano ANA MUKPOOGMONOrn4ecKkoro KOHTpPOJsi

MHorokpaTHO 06epHyThIVi 06yYeHHbIV arap AN MUKPOBMONOrM4eCcKoro KOHTPOMs CTEPUIbHBIX MOMELLEHUIA.

KPATKOE OMNNCAHUE

Yawkn Count-Tact® 3P™ ¢ 06nyyeHHbiM arapom
npegHasHayveHbl [Ans  MUKPOBMOMOMMYECKOro KOHTPOIS
CTepUIbHBLIX NOMELLIEHNIA Ha MPOU3BO/CTBE U B NeYebHbIX
yUYpeXaeHnax.

[aHHas cpega pekomeHaoBaHa Ans MoHUTopuHra (1) :

® YNCTOTbl MOBEPXHOCTEN, 06OPYAOBaHNSA, oaexabl U pykK
nepcoHana (NpUoXuTe YallKy BPYYHYHO K MOBEPXHOCTU
/ nenonb3ynTe annnukaTop Count-Tact®).

e YUCTOThI BO3ayxa (ncnonb3ynte NpobooTOOPHYK).

MpumeHeHMe KOHTakTHOroO MeToga [Ansl  KOHTPOrs
YNCTOTbI MOBEPXHOCTEW PEKOMEHOOBAHO B CTaHAapTax
ISO 14698-1 (1), ISO 18593 (2), USP rnaea 1116 (3) u B
Hagnexawen npousBoacTBeHHon  npaktuke  (Good
Manufacturing Practice) (4, 5).

nPUHUUN

Yawkn Count-Tact® 3P™ umetor BHYTPEHHUA OnameTp
55 MM C HaHeceHHOW Ha [HO CeTKoOW Ans nogc4yeTta
KONMOHMI. Yallkn ynakoBaHbl B TPEXCIIONHYO YNakoBKY Mo
10 WTYyK, YTO NO3BONSAET NOCNeAoBaTeNbHO CHUMATbL Crou
no Mepe MpPOXOXAEHNS 4Yepe3 3aluWTHble 30Hbl B
CTEepUNbHOE NOMELLEHME.

CneuuanbHell  MHaukatop obecneumsBaeT ObICTPLIA ©
NEerkvMin Bu3yarnbHbIA KOHTPOSb CTEPUITBHOCTM.

Kaxxgan ynakoBka (cpega W YnakoBOYHbLIA MaTtepuan)
obnyyaeTtca go3on B gnana3oHe ot 8 go 12 klpel, 4ToObI

rapaHTMpoBaTb oTCyTCTBUE YKM3HECNOCOOHbIX
MWKPOOpPraHn3moB. MuHMManbHaa gosa goctaTtoyHa ans
obecneyenus OTCYTCTBUS YKM3HECNOCOBHbIX
MWKPOOPraHM3MOB B  cpefle WM ee  ynakoBke,

MakcumarbHasi 4o3a He NPUBOAUT K U3MEHEHUIo paboyumnx
XapaKTepUCTUK cpeapl.

CneuwnanbHo paspaboTaHHas ynakoBka cpef yCcTonumBsa K
napoobpasHoMy Mepokcup BOAOPOAY W HaAyKCYCHOM
KMCroTe, NpPUMEHsIEMbIX Ha 3Tane ra3oBoii 06paboTku B
LMKne OeKOHTaMMHauuMM M3onsTopoB. Takum obpasom,
AOaHHble cpenbl MoryT MCNOJ1Ib30BaTbCHA and
MUKPOGUONOrMYECKOrO KOHTPOSS U30NSTOPOB.

Bbinyknasi NOBEpXHOCTb arapa Nno3BonsieT NpuKnaabIBaTh
Yallku HemnocpedcTBEHHO K MccrieqyemMon MOBepXHOCTM
(cTeHbl, Non, nocyfa v o6opyaoBaHue, pyku nepcoHana).

Cpefa cofepkuT HecKonbKO NenTOHOB U HaTpusi nupysat
Ons co3gaHua  ONTUManbHbIX  YCNOBWMA  Anst  pocTa
OpraHnM3MOoB, acCOLMUPOBAHHBLIX C (apMaLeBTUYECKUM
NPON3BOACTBOM.

B coctaB cpeabl BxoauT 4 HeWTpanusylolmx areHTa,
WHaKTUBMPYIOLLUMX OCTaTOYHble Ae3nHdekTaHTbl (6) Ha
nccnegyemMori NOBEPXHOCTW, YTO MO3BOMSAET NPOBOAUTH
CpaBHUTENbHbIE TECTHI A0 U Nocne Ae3MHMEKLUN :

e neunTuH, TBMH 80 u L-rmctmamH obecneymsaioT
HenTpanusaumo anbaervaoos " deHONbHbIX
COEeVNHEHUN,

e neuMtuH 1 TBMH 80 obecneumBalT HeNTpanM3auuto
YeTBEPTUYHbLIX aMMOHWEBBLIX COEAUHEHUIA,

e TBUH 80 HenTpanuayeT rekcaxrnopodeH U coeanHeHus
pTyTH,

e TMocynbgar
ranoreHos,

® MEUNTUH HEWTpanu3yeT XMOPreKCuamH.

HaTpusi  HerTpanu3yeT  COedVMHEHUs

COCTAB HABOPA

FoToBas K UCNONb30BaHUIO cpeaa
YnakoBka, 2 x 10 vawek (55 mm)

B TpowiHon ynakoske no 10 yaiuek
Ynakoska, 10 x 10 vawek (55 mm)

B TporiHon ynakoBke no 10 yawlek
CT3P*

43691
43699

* MapKMpoBKa Ha KaxZoi Yallke

COCTAB

PacyeTHbIN coCTaB :

Cpe,qy MOXHO MoaMdULMPOBaTh B COOTBETCTBUMN C LIeNsiMu
uccnegoBaHus.

Ka3EUH (BBIUMI) ...t 15.0r
CoeBblIil NenToH
[IpoxoKkeBOM 3KCTPaKT.
HaTtpus xnopwva
Hatpus nupysat
NeunTnH coeBbIn
Monucop6at 80

HaTtpus Tnocynbdart, 5H20 .
L-ructmanH

HEOBXOOUMbIE PEAKTUBbI U MATEPUAIbI, HE
BKNIOYEHHbIE B HABOP

e TepmocTar.

AOMONHUTENBbHbIE PEAKTUBbI U MATEPUAIbI

o Mpo6ooT6opHuK Boayxa : air IDEAL® 3P™ Traceability
(Ref. 410174).

e Bi-Box KoHTenHep Aans
(Ref. 96301).

o AnnnukaTtop Count-Tact® (Ref. 96300).

TPaHCNOPTUPOBKNA  YalleK

MEPbI MPEOOCTOPOXHOCTU

o TONbLKO ANsi MUKPOOMONOrniecKoro KOHTpPonsi.

e TonbKo Ansi npocgeccMoHanbLHOro UCNosib30BaHUs.

e [laHHbIN HAbOp COAEPXWUT BeLLecTBa XXMBOTHOMO
npovcxoxaerus. CepTudumkat NPOUCXOXKAEHUS W/vnn
CaHWUTAPHOrO0 COCTOSAHMS KUBOTHBIX, OT KOTOPbIX Oblnn
nonyyeHbl [aHHble MaTepuarnbl, He rapaHTupyeT
OTCYTCTBUSI TPAHCMMWCCMBHbLIX MaTOrEHHbIX areHTOB.
PekomMeHnayeTcs obpallatbcsa ¢ 3TMMM BeLecTBaMuM Kak
noTeHUManbHO oOnacHbIMM W B COOTBETCTBMM C
NPUHATLIMU HOpMaMu (He BAbIXaTb, HE rnoTaTh).
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e [1pn paboTte c obpasuamv U MUKPOOHBIMK KynbTypamu
Heo6xoguMMo cobnioaaTh CTEPUITbHOCTb B COOTBETCTBUM
¢ "CLSI® M29-A, Protection of Laboratory Workers From
Occupationally Acquired Infections; Approved Guideline
— pewctBylowas Bepcua". 3a  OONOMHUTENbLHOWN
WHpopmaumnenn  obpawantecb Kk "Biosafety in
Microbiological and Biochemical Laboratories - CDC/NIH
— [llocnegHee wu3gaHMe", a Takke HopmaTtuBawm,
NPUHATBEIM B Bawlen ctpaHe.

e He wucnonb3ynte cpegbl B KayeCcTBE KOMMOHEHTOB U
Cbipbsi 41151 NPOM3BOACTBA.

e He wucnonb3yite peakTuBbl
roAHOCTMW.

e He ncnonb3ynTe
noBpexaeHa.

e He ucnomnb3yiiTe 4Yalku cO cnegamu KOHTamuHauum
n/unu cogepxaliue 3HauUTeNbHbIN KOHAEeHcaT.

o [pn paboTe cnenynte MHCTpyKUMK. Jllobble 3MeHeHUs
ONUCaHHOW npoueaypbl MOTYT MPUBECTU K UCKAKEHUIO
pesynbLTaToB.

no wucTtevyeHun Cpoka

peakKkTunBhbl, ecnn ynakoBKa

XPAHEHUE

o XpaHuTb npu 2-25°C no nctevyeHusi Cpoka rogqHOCTU.

o MyUHMManbHOe KOMMYecTBO KOHAeHcaTa obpa3syeTtcs
npu xpaHeHun vawek npn15-25°C.

e [locne BCKPbITUSI KOPOOKM YallKXW MOXHO XPaHUTb
He ©Oonee ogHOM HeAenun nNpuM  KOMHaTHOM
TemMnepatype B OpUruHanbHoOM ynakoBKe.

OBPA3LUbI

YactoTa U4 kpaTHoCTb oTGOpa npo6 onpegensioTcs
[eVCTBYIOLLMMU Ha NPeanpuUsTUM cTaHaapTamu.

Mpobbl Heo6x0aAMMO OTOUPaTL C CyXUX NOBEPXHOCTEN.

NMPUMEHEHUE

1. BbloepxuTe YawKn [O [OCTMXKEHUSA KOMHATHOM
Temnepartypbl.

2. BckpoviTe nakeT U CHMUMUTE NepBbIA CMON YNaKOBKM B
Tambype YUCTON 30HbI.

Ecnu nnaHupyeTcs  uUcnonb3oBaHue  cpeabl B
N30nsITOpe nocrne rasoBoil 06paboTKN BHELLHSS Crion
YNaKoBKW JOSMKEeH OblTb yaaneH [0 TOoro, Kak Yallku
OyoyT nepemelleHbl B obpaboTaHHOe MoMeLleHne
YTOObl CHM3UTL PUCK MepeHoca KOHTaMWHAHTOB WU
MeXaHW4ecKnX 3arpsisHeHuin. [na cpegbl ¢ AByMs
OCTaBLUMMUCA cMosiMM ObINO LOKAa3aHO OTCYTCTBUE
BMUSIHUA Napoobpas3Horo nepokcuaa Boaopoda WU
HagyKCYCHOW KUCMOTbI, MPUMEHsieMbIX Npu obpaboTke
N30MSTOPOB, Ha CBOWCTBA cpesabl.

3. CHuMUTE BTOpPOW U TPETWUW Crou YNakoBKW B YUCTOW
3oHe. [lockonbky 4alku oGpaboTaHbl OGnyyYeHMEM,
HeT HeobxoAMMOCTM B WX nNpeABapuUTeNbHON
cTepunu3auum n nHkybaumm.

4. OT60p Npob :

- Ona  otGopa  o6pasuoB C  MOBEPXHOCTEW,
obopyfoBaHusa, ofexabl WM pyk nepcoHana
NPUMOXUTE YallKy arapoM K MOBEPXHOCTU Ha

10 cekyHA, cosgaBasi paBHOMEPHO pacrnpefeneHHoe
paenenune B 500 r. [lns ontumanbHoro obecneyeHuns
BOCNPOM3BOAMMOCTN  pe3ynbTaToB  UCMONb3ynte
annnukaTop Count-Tact® (Ref. 96300 cMm. MHCTPYKUUIO
Mo Mcnonb3oBaHUK AaHHOro Npubopay).
- KoHTpornb  unctoTbl  BO3Ayxa

npobooTbopHMK  BO3gyxa  (CMm.
ncnonb3yemMomy npobooTOopHMKY).

5. Ounctmte NOBEPXHOCTb, K KOTOPOW MNpuvKNagbisanu
YallKy, OT crefoB arapa.

ncnonb3ymnTe
WMHCTPYKLUMIO K

6. WNHkyGupyinTe yalku.

Monb3oBaTeNlb HeceT OTBETCTBEHHOCTb 3a BbIGOP
JOIMKHOro TemMnepaTypHoro pexuma "
NpPOOOIMKUTENBHOCTU WHKYOaUMM B COOTBETCTBUM C
OENCTBYIOLWMMU CTaHaapTaMu.

MpumeyaHue YalwKkn Heo6XxoAMMO WHKYGMpoBaTb
KPbILIKOW BBEpX.
MpumeyaHus :
e [locne ot1bopa npo6 pAOnA TPaHCNOPTUPOBKM B
naGopatopuio  vawek Count-Tact® MoxeT 6biTb

MCMNOMb30BaH CTEPUIbHBIN KOHTENHepP Bi-Box.
e Yallky MOXHO MHKYOMpoBaTb NpsAMO B KOHTeNHepe Bi-
Box.

YYET U MHTEPMPETALUUWA PE3YJIbTATOB

Mo oOKOHYaHuUM wuHKYGauum nopcynTanmTe KONMUYECTBO
KOMOHMI Ha YallKax.

CpepaHss nnolanb NoBepxXHOCTU arapa pasHa 25 cv’.

Kaxpas nabopatopuss B COOTBETCTBMM CO CBOEW
cneumduKon ycTaHaBnmMBaeT CBOW HOPMbI WM MpasBuna
KOHTPONS 1 MHTepnpeTaunmn pesynsTaTos.

KOHTPOIJ1Ib KAYECTBA

[aHHas cpefia COOTBETCTBYET CTPOXANLLUM HOpMaTUBam
1 TpeboBaHusAM.

PesynbTaThl nccnegoBaHWin KaXaow NapTum NpMBegeHsb! B
ceptudmkate  KadectBa  napTuM,  OOCTYMHOM B
TeXHMYeckon 6mbnuoTeke, K KOTOPOW MOXHO MOMy4nTb
goctyn yepes KOpropaTMBHbIN BeGcanT
(www.biomerieux.com).
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OrPAHMYEHUA METOOA

e PocT 3aBUCUT OT MOTPeBOHOCTEN KaXaoro OTAENbHOro
MUKpoopraHuamMa. Takmm 00pas3oM, eCTb BEepOSiTHOCTb
TOro, YTO HEKOTOpblEe LWTaMMbl CO creunduyeckumm
notpebHocTamn (cybecTpaT, TemnepaTtypa v np.) mMoryT
He o6pa3oBaTb KONOHWUI Ha AaHHOW cpefe.
BeiceBaemocTb 3aBUCUT oT XapaKTepuCTuK
uccrneayemMon NoBepxHOCTU U ee afare3vBHbIX CBOWCTB.
MpuHMMasi BO BHMMaHWE MOrPELUHOCTb, BO3HMKAMOLLYO
npu  uccriegoBaHun  Gruonorvdecknx — obpasLos,
HeobGXxoAMMO Bcerga WCMonb3oBaTb OOWH WU TOT Xe
meTon oTbopa npob.

e CNeKkTp HeWTpanuayloWwmnx areHToB nogobpaH noAa
Havbornee pacnpoCTpaHeHHble aHTUCENTUKU  W/unu
cpeactBa Anga npodunaktuyeckon obpabotkn. Tem He
MeHee, TMpuUHMMasi BO BHUMaHWe pasHoobpasue
aHTMCENTUKOB n cpeacTs ansi 06paboTku,
pekoMeHOyeTCsl MpPOBEpPUTb KayecTBO HenTpanusauuu
cpedon  aHTucenTuka, ucrnonb3yemoro B Bawem
yuYpeXOEHUN.

MpuHumasi BO BHMMaHuWe pasHoobpasve BO3MOXHbIX
o6pa3uoB, B 0083aHHOCTM MoONb3oBaTens BXOOWUT
Banugauus [OaHHOW cpefdbl Ans  cneumduyeckoro
MCMOMb30BaHMS Ha KaX0M KOHKPETHOM NpeanpusiTuu.

YTUNU3ALUA OTXOO0B

Hewncnonb3oBaHHble peareHTbl MOTYyT pacLieHMBaTbCsl Kak
GesonacHble W  YTUNU3MPOBATbCS COOTBETCTBYHOLLUM
obpasom.

YTunnsaumo Bcex MCMOofb30BaHHbIX peareHToB, a Takxke
Apyrmx oaHopasoBbiX KOHTaMWHMPOBAHHbLIX MaTepuanos
cnenyet npoBoauUTb B COOTBETCTBUM C TpGﬁOBaHVIFIMVI,
npeaobasndaemMbiMn K yTUnnusauumun VIH(*)eKLWIOHHbIX nnn
noTeHunarnbHO MHCbEKLI,VIOHHbIX MaTepunanos.

CoTpyaHukm nabopaTopuu HECyT OTBETCTBEHHOCTb 3a
YyTUNM3aLUulo OTXOOOB B COOTBETCTBUMM C WX TUMOM U
KIaccoMm OMacHOCTM, COrMacHO AeiCTBYIOLLMM NpaBunam.

CMUCOK NIUTEPATYPbI

1. 1SO 14698-1 (2003) : Cleanrooms and associated
controlled environments. Biocontamination control.
Part 1 : General principles and methods.

2. ISO 18593 (2004). Microbiology of food and animal
feeding stuffs - Horizontal methods for sampling
techniques from surfaces using contact plates and
swabs.

3. USP chapter 1116 : microbiological evaluation of
cleanrooms and other controlled environments.

4. EC Guide to Good Manufacturing Practices (2003) -
Annex | : Manufacture of Sterile Medicinal Products.

5. Guidance for Industry Sterile Drug Products
Produced by Aseptic Processing (2004) — Current
Good Manufacturing Practice.

6. NF EN 1040 (2006) - Chemical disinfectants and
antiseptics - Quantitative suspension test for the
evaluation of basic bactericidal activity of chemical
disinfectants and antiseptics - Test method and
requirements (phase 1).

TABNULIA CUMBOJIOB N OBO3HAYEHUN

Cumson O6o3Ha4yeHune

Homep no katanory

Mponssogutens

TemnepaTypHble orpaHnyYeHust
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Howmep naptuu

Mepen ucnonb3oBaHNMEM 03HAKOMbTECH
C VHCTpYKUMEn

CopaepXnMoro 4ocTaToyHo ansa <n>
TecToB
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BIOMERIEUX, rony6own norotun, COUNT-TACT, 3P n AIR IDEAL siBnsitoTcs ucnonb3yemMbimMu, 3aperncTpyupoBaHHbIMU W/Mnv HaxoasLWwyMUcs B npoLecce
perucTpaumm TOproBbIMY Mapkamu, NpuHaAnexaLmy komnanum bioMérieux, ogHOM U3 JOYEPHUX UNW BXOASILLMX B €€ rpynny KOMMaHui.

CLSI — 3apeructpupoBaHHasi Toproasi Mapka MHCTUTyTa knMHuyeckux n nabopatopHbix ctaHaapToB (Clinical and Laboratory Standards Institute, Inc.).
JlloGas apyras ToproBasi Mapka Unu HasBaHue npuHaanexaT COOTBETCTBYHOLLEMY BnadenbLy.
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