«COTJIACOBAHO»

Jupextop

NHCTPYKIUS
10 TPHUMEHEHHUIO MEULIMHCKOTO H3/1eITU
IMuTaTebHAS CPela AJis BbIIEJIeHHs] H KYJIbTHBHPOBAaHUs OpyLe/LT
cyxas (Qputpurt arap) no TY 20.59.52-046-20401675-2019
Pezucmpayuonnoe yoocmoseperue Ne @CP 2008/02098



1.HABHAYEHHE

[IuratenpHas cpefa NMpefHAa3HadeHa Ui BBIICNEHMA — Opymeit u3 HHQHUIMPOBAHHOTO
Mareprana (KpOBb, MOYa, MOKPOTa M JIP.) ¥ KyJIbTUBUPOBAHHS IUITAMMOB OPYIIIUIE3HOTO MHKpOoOa.

Wznenue il JMarHOCTHKY in Vitro.
®yHKIMOHAILHOE Ha3HAYCHHE - BCIIOMOTATEBHOE CPEJICTBO B IMATHOCTHKE Opyuemesa.
[ToxazaHus K IPUMEHESHHIO M3/IENIHUSI B COOTBETCTBUH C €r0 HAa3HAUCHHEM. [TpoTuBOIIOKA3aHHS

IIpYU IPHUMECHECHUU U3ICIHS COITIaCHO HMHCTPYKIHUH — OTCYTCTBYIOT.

2. XAPAKTEPUCTHUKA U3JAEJINSI

2.1. CocTraB MEQUITMHCKOTO M3EIIHA.
[uTarenpHas cpejia IpeacTaBIsIeT COO0H CMECh CYXUX KOMIIOHEHTOB U3 pacyeTa (v/m):

nuTarenbHbIi arap cyxoi (CITIA) 35,0
THAMUH 0,005
D(+)-rmoko3a 1,0
OPUTPUT 0,0122

[TuraTenbHas cpejia TUTPOCKONINYHA, CBETOYYBCTBUTEIIbHA.

2.2. IIpuHIUI METOA YU TIPUHIIMII JIE€ACTBHSL.

[IpyHIAI MEeTOJa - BH3yallbHOE OOHApY)KEHHE POCTa KyIbTYp B BHJIE COOTBETCTBYIOIIMX
KOJIOHUH Ha MOBEPXHOCTH IIOTHOM IIMTATEILHON CPEIIBL.

[TuTaTeNbHBIH arap ABJISETCS UCTOYHHKOM a30THCTBIX OPTaHAYECKHX COCAMHCHHH.
D(+)-IJIIOKO3a UTPaeT Pojb UCTOYHMKA SHEPTHMH, THAMUH CIIYXXHT BUTAMHHHOK nobaskoit. Cpeny
MO>KHO 0GOTaTHTb IIyTeM A00ABJIEHUs CTEPHILHON NeuOPMHMPOBAHHOMN JIOMAIMHON KPOBU (1O
5 % 06/06). DPUTPUT CIIy>KUT (PaKTOPOM pOCTa.

2.3. OcHOBHEBIE TOTPEOUTENBCKHIE XapaKTEPHUCTUKH.

[luraTefpHas TIOCTE IPUTOTOBJIEHHS B COOTBETCTBHM C HACTOSINEH MHCTPYKIHMEH
TIpeIHa3HAYeHa IS OJHOKPATHOrO MPHMEHEHH)S [0 HA3HAYEHHIO JUIsl 1ab0paTOPHON NUATHOCTHKY,
TIO/UIEKUT CTEPHIIM3AIMKM B TPOLECCe MPUTOTOBICHMS IIEpell HCIOJb30BaHHEM. PeMOHTY u
06CIly)KMBAHHIO HE TIOIEXHT. MOHTAX, Halla[IKa, KaMHOPOBKa M POYHME OIEPALHH, HEOOXOMUMEIe
uist BBoia MY B SKCIUTyaTaIMIO | €T0 IPABIIIBHON SKCILTyaTallui He TPEOYIOTCAL.

Ot 150 o 250 r B 6aHKaX MOJMMEPHBIX ¢ BUHTOBOM TOPIOBUHON B KOMIUIEKTE C KPBIIIIKOHA B
c60pe ¢ BKIABIIIEM ¢ MHCTPYKIKEH 10 IPUMEHEHHIO, ITACTIOPT (B KOMIUIEKTE IIOCTABKH).

Tt mpoBenenus 1000 uccnenoBanuii Heo6XoquMo 1,2 KT CyX0d MUTATEIBHON CPEIBL.

LleneBoii ananut - 6pyneuisl. Bu aHanmTa - KAY€CTBEHHBIN.

[ToNp30BaTEIIMHE M3IENHS MOTYT OBITH MEIUIMHCKUE CIIEIUAIMCTBI OaKTEPHOIOTHIECKHUX
MabopaTopuii ¢ BBICIIMM M CPEJHHM CIIENHalbHBIM 00pa3oBaHHEM, IPOLISJIINE CHEHHATLHYIO
IIOJIrOTOBKY U JIONYIIEHHBIE K paboTe ¢ MaTOreHHBIME MUKPOOpranusMamu B cooTBercTBry ¢ ClII
1.3.3118-13 «Be3omacHOCTs paboTHI ¢ MUKpoopranu3Mamu I-II rpymm naToreHHOCTH (OIIaCHOCTH)».

3. DYHKIIMOHAJIBHBIE XAPAKTEPUCTUKHA

[IuraTenpHas cpefia MOJDKHa o0ecrevnBaTh POCT TecT-mTaMMoB Brucella abortus 19BA u
Brucella melitensis 16M npu moceBe mo 0,1 MI MHKpOOHOM B3BECH KaXIOro IITaMMa U3
passemenns 10 u 107 ma Beex 3acesHHBIX — wamkax — Iletpu  wepes 72 4 MHKyOanuu Ipu
temneparype (37£1)°C B Buzpe OeCHBETHBIX, IIPO3PAYHBIX, KPYIJIBIX KOJOHMM JHAMETPOM
1,0-1,5 mm.

4. MEPBI ITIPEJOCTOPOXKHOCTH ITPU PABOTE C U3AEJUEM

Kitacc IOTEHIMAIBHOTO PHCKaA IPUMEHEHHS — 2a.

W3penve He IPUHOCHT BpeAa OKPYIXKAroLIeH IPUPOJHON Cpelie W 3[O0POBBIO YeNIOBEKa IpU
TPaHCIIOPTHPOBAHKH, XPaHEHUH, IPUMEHEHUH IIPH COOJIIOICHAM HACTOSIIEH HHCTPYKIUH.

3penre colep)KUT MAaTePHAaIbl JKUBOTHOTO IIPOMCXOXKIEHUS B COCTAaBE ITUTATEIBHOTO arapa
CyXO0ro, 6e30IacHOCTh KOTOPBIX IIOATBEPIK/ICHA.



Uccienyemsle 06pasisl, 00OpyIOBaHME W MaTepHaibl, HAXOMJIMUCCS B KOHTAKTE C
obpasaMu PEACTABIAIOT COO0M MOTEHIHAIEHO MH(EKIMOHHBIA MaTepran 1 00palaTscs ¢ HUM
CIIEIYET OCTOPOXKHO:

- paboTaTh B OJIHOPA30BBIX PE3UHOBBIX XUPYPrHUECKUX HECTEPUIIBHBIX TIEpIaTKaX;

- HE TUIIETUPOBATE PTOM;

- B Clydyae 3arps3HEHMsI MaTepHajlamy, KOTOpbIE MOIYT COICPXaTh IATOrCHHBIC
MUKPOOPTaHH3MBI PaGOUYMX IOBEPXHOCTEH, HEOOXOMMMO MPOBOIMTE nesuadexmuo 70 %
STHJIOBBIM CHHMPTOM WM JPYTMMH DPa3speleHHbIMA K IPUMEHEHHIO B Poccuiickoit Denepanuu
ne3suHGUIEPYIOMIME CPEACTBAMH, 3()(EKTUBHOCTE KOTOPBIX B OTHOLICHHH COOTBETCTBYIOIIMX
MHUKPOOPTaHU3MOB IIOATBEPIKICHA;

- PYKH TepcoHasa B IiepyaTkax Iocie paboTsl, 000pyI0BaHME, HAXO/WUBIICECS B KOHTAKTE C
GHONOTHYECKAMY 06Pa3IiaMt M PeareHTaMy, Iocie paboTHI clienyeT 06padboTaTh 70 % STHIIOBBIM
COMPTOM WIM APYTMMH DPaspelleHHBIMM K IPUMEHCHHIO B Poccuiickoit  Denepanuu
nesuHGUIEPYIOMIME CPECTBaMH, d(QQEKTHBHOCTS KOTOPEIX B OTHOIICHUH IPaMOTPHIATE/IbHBIX
MHKPOOPTaHU3MOB IIOATBEPIKIACHA;

- BCe CTOYHBIE PACTBOPHI, KaK MOTEHINAIEHO HHYUIMPOBAHHBIA MaTepHal, IEpen yTHIIA3AIHEH
cienyer obessapaxusars B coorserctsuu ¢ CII 1.3.3118-13, Hanpumep, aBTOKIABUPOBAHIEM IIPH
(0,11 MITa), (120 +2) °C 30 muH.

IIpu paboTe ¢ wHcCIeNyeMBIMH OOpasiaMu HEoOXOIMMO cobmofaTh TpaBUiIa TEXHHMKH
0€30I1aCHOCTH B COOTBETCTBHH

- TOCT P 52905-2007 (MCO 15190:2003) «JlaGopatopuy MeauimHCcKue. TpeboBaHUs
0€e30IIacCHOCTH Y,

- CII 1.3.3118-13 «be3omacHocTh paGoThI ¢ MUKpoopranusMamu -1 rpyIir maToreHHoCTH
(OTTacHOCTH) .

VTuamM3andsl W3Aeni, NPUIIEANNX B HETOJHOCTh M C HCTEKIIMM CPOKOM TOJHOCTH B
coorBerctBui ¢ Tpebopammsamu CanlluH 2.1.7.2790-10 «CanHuTapHO-3MHMAEMHAOIOTHICCKHIC
TpeGoBaHus K OODAIIEHMIO ¢ MEIUIMHCKAMU OTXONaMM) KaK SMHUACMHUOIOIHICCKH 0e30IacHbIX
orxomoB Kiacca A. M3penus mocjie KOHTAaKTa ¢ GHONOTHYECKMMHA 00pasiaMi yTHIM3UPYIOT B
cootsercTsuy CanlluH 2.1.7.2790-10 Kak SIHAEMHUOIOTHYECKH OIIACHBIE OTXOIBI Kiacca b.

5. CITOCOBb TIPUMEHEHMS

5.1. MepsI 10 CHIDKEHHUIO UIEHTH(PUIMPOBAHHBIX PUCKOB IIPU IPUMEHEHAN U3 /ICTHL.

O6BEKTUBHEIE PE3yIbTATH AHATH3A TAPAHTHPYIOTCS IPH BBITIOJHEHUH CIEYIONHX YCIOBHH:

- cTpOroe CoOJIFOIeHIEe HACTOAIIEH HHCTPYKIUH 110 IPUMEHEHHIO;

- cOOJIIOIEHHE IIPABUIT ACETITHKH TIPH paboTe;

- COBIIOZIEHHE TEMIIEPATyPHOTO PeXHUMa TepPMOCTaTa M pexuMa 00pabOTKH HCIIOJIb3yeMOH
TIOCYJIBI;

- COOJIIO/ICHHE YCIIOBU XpaHEHHs ¥ TPAHCIIOPTHPOBAHUS (M3/eNHsl, TPAHCIOPTHPOBAHHbIC U
XpaHMBIIMECS C HapylIeHHEM TEMIIEPaTypHOro peXuMma, a TaKKe C HapyLIEHHON IIpu
TPaHCIIOPTUPOBAHUY U XPAHEHHUH YIIAKOBKOMU, IPUMEHEHHUIO HE I0JIeXKAT);

- He WCIONB30BaTh H3JEIME NpPU OTCYICTBUM HAa €ro YIAaKOBKE COOTBETCTBYIOILIEH
MapKHPOBKH.

5.2. O6opymoBaHKe U MaTepHANIB], HEOOXOAMMBIE JUISI IPOBEJICHUS aHAIM3A.
Tepmocrat, obecnieunBaromuii remmepatypy (37+1) °C;
ABTOKJIaB;
d1akOHBI CTEKIISIHHBIE;
Yamxu [etpu;
Boja qucTHIUIMpOBaHHAS,
CrupToBKa;
0,9 % pacTBOp HATPH XJIOPHJIA,



e Bara MeaumuHCKas TATPOCKONAYECKAs;
e Mapist MeAUIIUHCKAS

5.3. AHanusupyemble 00pasIbl

Tun aHamu3upyeMoro obpasia - OHMONOTHYECKMH Marepuall, KOTOPHIH MOXET COACPXKATh
6pynewtsl.  OGBEKTHI HCCIEOBAHMS - KPOBb, MOYa, MOKpOTa M JIp. OOBEKTHI HCCIENOBAHUN B
KITMHHYECKOM MIUKPOOHOJIOTUH.

Bce paGoTHI MO0 B3SITHIO, TPAHCIOPTUPOBAHUIO U MOJTOTOBKE 1po6 KIMHIYIECKOTO Marepuana
OCYIIECTBIITIOT B CTPOrOM COOTBETCTBHM C TPEOOBAHMAMHU CIT 1.3.3118-13, MY 4.2.2039-05
«MeTomsl KOHTPONS. bBuoNOrmdeckue H MHUKPOOHONOIHYECKHe daxroper  TexHuxa cOopa u
TPAHCIIOPTHPOBAHKS ~ OMOMATEPHANOB B MHKPOOHONIOTHIECKHE naboparopuu. Meroauueckue
yKa3aHUA.

JUit  TOTydeHWs JOCTOBEPHBIX — PE3yNBTATOB ~ PEKOMEHIYETCS — MCCICNOBATH — MaTepuall
HETIOCPEICTBEHHO ke Iocie 3abopa. Bee mccmenyembie 06pasIbl TOIDKHBIL OBITH IIPOMapKHPOBAHBI
(MaeHTAGUIIPOBAHEI).

5.4. TIpoBe/ieHyE UCCIIEIOBAHIS (aHAK3A).

5.4.1. TlogrotoBKa muTarensHOM cperpl. IIMTaTrenpHyi0 cpeay B KOJIMYECTBE, yKa3aHHOM Ha
STHKETKE, pa3MEmMBAIOT B 1 J JUCTWUIMPOBAHHOM BOJBI, JOBOJAT 1O KHICHHA TIPH
TIepEMENUBAHNY, KAMATAT 2-3 MUH 10 IOJHOTO PACIUIaBICHUS arapa, (GUIBTPYIOT uepe3 BaTHO-
MapJIeBBIH (DUIIBTD, PA3/UBAIOT B CTEPHIBHBIE (IIaKOHEI, 3aKPBIBAIOT BaTHO-MAPIICBRIMH npoOxaMu
¥l CTEPHIIH3YIOT aBTOKIABUPOBAHMEM B TeyeHHe 20 MHUH IpH TeMIEpaType (12141) °C. T'oroByro
CTEPHIIEHYIO Cpely HOIyCKaeTCs XpaHuTh He Oolee 14 cyt npu temmeparype ot 2 fo 8 °C. Tlepen
JHICIIONIG30BAHAEM CTEPUIBHYIO cpefly BO (hakoHax pacTaIlIMBaloT [0 TIOJHOIO PacIlIaBlICHHA
arapa, OXJ@XIAOT 10 Temueparypbl 45-50 °C, TINATENBHO MEPEMCIINBAIOT, pPasjMBAOT B
cTepuiIbHBIe Yauky [IeTpu, IMOCYIUBAIOT B OTKPBITOM BUIIC JIHOM BBEPX 1-2 4 mpu TemImeparype
18-22 °C, cobirojast mpaBuiia aceITHKY.

5.4.2. TloceB WCCIEAYEMOTO MaTepuaia IIPOBONAT B COOTBETCTBHH C «MeTOMMYECKUMH
yKa3aHMAMH 110 IPODUIAKTHKE U JIa0OPaTOPHO#H MArHOCTHKE opyuemesa monei» M., 1980 r.

5.4.3. YueT pe3y/bTaToB IIPOBOUIT B COOTBETCTBHH C «METOAMISCKUMH YKA3aHUAMHU 110
poGUIAKTHKE U 1abOPaTOPHO TMarHoCThKe OpyIeresa moneit»y M., 1980 r.

6. VCJIOBUSI XPAHEHUS, TPAHCIIOPTUPOBAHUS U DKCILIYATAIUA U3NEJIHUSL.

TpaHCIOPTUPOBAHKE MODKHO IPOBOJMTHCS BCEMH BHIAMM KPBITOIO TPaHCIOPTa IIpH
temreparype oT 2 1o 25 °C.

XpaHeHye B TEPMETHYHO 3aKPHITOM yINAKoBKE B CYXOM, 3aIUIIEHHOM OT CBETa MECTE IIPH
temneparype ot 2 g0 25 °C.

XpaHeHHe TOCIE BCKPHITHS YINAKOBKM B CYXOM, 3allMINEHHOM OT CBETa MeECTe IpH
temmeparype oT 2 1o 25 °C B repMETHYHO 3aKPBITOM BHJIE.

Cpox TOAHOCTH — 2 Troja co JHA IpueMKku. IIutaTenpHas cpena ¢ MCTCKIINM CPOKOM

TOIHOCTH HCIIOJIb30BAaHHIO HE ITOJIJICXKUT.
7. TAPAHTUHA U3I'OTOBUTEJIA

JUisl TIONydYeHHs HaNEKHBIX DE3yIBTaTOB HEOOXOMMMO CTPOroe COONOZIeHHE HaCTOSIIEH
HMHCTPYKIMH TI0 IPUMEHEHHMIO.

PexJiamMariy 1o BOIPOCaM, KacaroliuMCs KauecTBa U 0OpallieH s MEIMIIMHCKOTO U3/ B
TeyeHHe CpOKa TOJHOCTH C 00SA3aTeNBHBIM YKa3aHHeM CEpHH ¥ JaThl M3TOTOBJICHUS CIICAyeT
HAIpaBIATh B ajpec AKupoHepHOro obmectsa «HayuHO-IPOM3BOACTBEHHOS 00BETMHEHUE II0
MEIMIMHCKAM HMMMyHOOHOIOrHdeckuM mpenaparaMm «Mukporen» (AO «HIIO «MuKporeH»):
Poccus, 115088, r. Mocksa, 1-s JlyGpoBckas yi., A. 15, crpoenue 2, Teiml. (495) 710-37-87,
e-mail: info@microgen.ru ¥ B ampec Mmpom3BoAcTBa: Poccus, 367915, Pecnybmuka [larecran,
r. Maxauxasa, r. Hossuit Ksixyoait, yi1. Jlekoparushas, a. 89, crpoenue 1, Ten. (8722) 55-82-32.

Bsamen uacTpyKuuu yreepxaerHo 05.09.2018 r.
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