OupekTop ®BYH HAW
anuaemuosioran 1 MUKpooronornm
nveHu Mabtepa

MHCTPYKUWNA
Mo NPMMEHEHMIO MeMLIMHCKOro 13genvs XXuakaa TpaHcnopTHas cpeja diimca B

NPo6upKe C 30HA-TaMMOHOM ANs c6opa KNMHNYECKUX 06pasuoB «(XKTC-3)»

HacToswas MHCTPYKUMA COLEPXXUT MH(OPMaLMIO, HEOOX0ANUMYIO 418 NPaBUIbHOIO Y
6e30nacHOro NPYMEHEeHUs MeAUUMHCKOro u3genus Ana in vitro guarHoctukm >Kunpkas
TpaHCnopTHas cpefa dimca B NPo6UPKe € 30HA-TaMMOHOM N5 coopa KIMHUYECKUX 06pasLoB
«(KTC-9)».

XKTC-3 paspaboTaHo 1 npounsBefeHo defepasibHbIM BHOMKETHLIM YUPEXAEHNEM HayKM
«CaHKT-IMeTepbyprckuii - Hay4YHO-UCCNeAoBaTeNbCKUA  MHCTUTYT — 3NWMAEMUONOIMN 1
MuKpobuonorun um. lMactepa» PefepanbHO CnyxObl N0 Haa30py B Chepe 3alimTbl Mpas

noTpebuTenein n 6narononyuns yenoseka Poccuiickoin ®egepaumn.

1. HASHAYEHUWE
MegnumHckoe un3genve XXKTC-O npefHasHayeHO Ans cO60pa, BPEMEHHOrO XpaHeHUs U
TPaHCMOPTUPOBKM 06pasLoB 610N10rNYecKoro marepuana  ans JaNbHeNLLero
6aKTepMonornyecKoro NccnefoBaHns B KIIMHNUYECKOW NnabopaTopun.
MepguumnHekoe umsfenne XXTC-3 He OTHOCUTCA K CPefCcTBaM M3MepeHUs MeAULMHCKOro

Ha3HayeHusa, pernameHTupyembiM MNprkasom MuHsgpasa P® Ne 81H ot 21.02.2014 T.

2. XAPAKTEPUCTUKA XXTC-3
2.1. MpuHUMN gencTBnN
MpuHumn  peiictBusi XXKTC-3 0CHOBaH Ha COXPAHEHMM  XKM3HECNOCOOHOCTM U
CTabUIbHOCTN OCHOBHbIX GMONOrMYECKNX CBOMCTB MUKPOOPraHW3MOB Mpw TPaHCMOPTUPOBaHUN
B TeYeHue OrpefeneHHOro BpemeHu (40 48 u4) npu OTCYTCTBUM KX PasMHOXEHUA MNpu

Temnepartype oT 4 go 25 ”C B 3alMLLEHHOM OT CBeTa MecTe.

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI H PETHCTPALIMH MELMLMHCKUX U3REM



2.2. Leneso aHanut

XKTC-3 o6ecneunBaeT MpeaHa/IMTUYECKYHD CTaguio MUKPOOMOMOrMYECKOro aHanmn3a,
3aK/0YaloLLyocs B NOALEPKaHWM B MPOLLECCE  TPaHCMOPTMPOBaHWUSA  KM3HECNOCOOHOCTU
NaTtoreHHbIX  MWKPOOPraHM3MOB,  cogepXawmxca B OMOMOrMYECKOM  Matepwane,
npeacTaBneHHOM 06pa3uamy MOKPOTbI, MAaTOMOMMYECKOr0 OTAENSEMOr0 U/MAM Ma3KoB 13 HOCa,
3eBa, ropna, YpOreHMTasbHOro TpakTa U paH. B KkayecTBe LIeNIEBOr0 aHa/MTa ualle BCEro

BbICTYNatOT NaTOreHHbIe MUKPOOPraH13Mbl, NepeyveHb KOTOPbIX NpeAcTaBneH B Tabnuue 1

Tabnmua 1
Ne n/m MwuKpoopraHmsm
1 Escherichia coli
2 Staphylococcus aureus
3 Streptococcus pneumoniae
4 Candida albicans

2.3. Cneundunyeckas narosorms
[MaTtonormyeckne COCTOSHWSA, BO3HMKAKOLME NpU  3apaXeHUW Hambonee 4acTto

BCTpeYyatoLWLMMnCA naTtoreHHbIMi MUMKpPOOPraHn3mMamun, npeactaB/ieHbl B Ta6n|/1u,e 2.

Tabnmua 2
“}9 MwuKpoopraHusm BbI3bIBaemas natosorus
n/n
1  Staphylococcus aureus PaHeBble MHMEKLUNN, NH(EKLNN BEPXHUX U HUXHUX
AbIXaTe/IbHbIX MyTei, THOMHUYKOBbIE 3a060/1€BAHNA KOXM 1
C/IM3UCTbIX
2. Escherichia coli 3a60/1eBaHUS XeENYA0UHO-KULLEYHOTO U YPOreHUTA/IbHOMO

TpakTa, nuenoHepuT
3. Streptococcuspneumoniae  [MHEBMOHUS

4. Candida albicans KaHamao3 pasnuyHoi nokanmsawumm

2.4. iInarHocTnyeckasa posb

[unarHoctunyeckad ponb XXTC-3 3aknouvaetcqa B €€ WUCNOMb30BaHWW 4N MNOALEPXKKM
KOMM/eKCa MepPonpuATUIA  NpU  UCCNeLOBaHUN  KIMHWMYECKOrO Mmatepuvana W O0ObeKToB
OKpY)KatoLein cpefbl ANs AMArHOCTUKN HaKTepuasibHbIX WUHMEKLMIA 1 3MMAEMUONOTMYECKOro
MOHWUTOPUHTA.

2.5. O6nacTb NPUMEHEHUS

O6nacTb NPUMEHEHMS - NPOECCUOHANBHOE NPUMEHEHNME B KNMHUYECKOI N1abopaTopHON
ANarHOCTUKe B CMeUUann3npoBaHHbIX MUKPOOMONOrMYeCKNX 1labopaTopusx Yy4upexaeHui

CUCTEMbI 34paBooxpaHeHns. Cpeda MOXeT ObITb MCNONb30BaHa B na6opaTopvmx CaHNTapHOro
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KOHTPO/S MULLEBOI0 NPOM3BOACTBA, YUPEXKAEHNSAX MEAULMHbI U 34paBOOXPaHEHNS, B TOM YKC/E
B AWArHOCTUYECKMX NabopaTopusax WH(EKUMOHHbIX OOMbHUL, M Apyrux  nevyebHo-
NPOMUNAKTUYECKUX YupeXxaeHuid. LIeHTpoB rurmeHbl v caHuTapuu PocnoTpebHagsopa, B
ANUAEMMNONOTMYECKMX CNyXbax ANA onpegeneHns 3TUOMOMMN MHMEKLMOHHOIO 3abosieBaHus,
NCTOYHMKA MH(EKLMM, a TakxKe 418 HaYUHbIX UCCNeA0BaHMiA.

2.6. VIH(hopmaums 0 NoTeHUNa/IbHbIX NOTPeOUTENAX

MoTeHuMaibHbIMKM - noTpebuTensaMm XKTC-3  ABNAOTCA  CNeuUannucTbl  YUpeXXaeHWiA
depaepanbHON CNyKObI MO HaA30py B chepe 3alWMTbl nNpaB NotpebuTenein n 6narononyyms
yenoseka (LEHTPbl TUTMEHbl W 3anugemuonorMnm B cybbekTax Poccuiickor dPegepauuu,
NPOTMBOYYMHbIE  YUPEXAEHWUSA, Hay4Hble OpraHusaumun, CaHUTapHO-3NULEMUONONNYECKME
CNY>XObl MWUHWUCTEPCTB M BEAOMCTB), a TaKXe CreynaIncTbl MeLULMHCKMUX YUPEeXaeHWN,
MMELoLLME  CreunanbHOCTb NPOMUABHOrO Bpayva WAM Bpada KAMHWYECKON nabopaTopHOW
[ANarHOCTUKM, OCYLLECTBASAIOLLME B3ATNE 1 COOP KIMHUYECKMX 06pasLoB A5 TPaHCMOPTUPOBKY
B CMneuuasM3vMpoBaHHble 1abopaTopuv C  LUeNbi  Ky/JbTUBMPOBaHUS  MUKPOOPraHW3MOB,
6aKTepnonornyecKoro aHanmsa unnm gpyrux UccnefoBaHui.

2.7. CocTaB Habopa

MepgnumHckoe usgenve XXTC-3 (cm. Tabnuuy 3) BblNyCKaeTca B COOTBETCTBUWU C
TpeboBaHuamMn TY 20.59.52-025-01967164-2019 u nocTaBnseTcs B BUAe [ABYX BapvaHTOB
KomnnekTaymn: komnaekt XXTC-3-1, komnnekT XXTC-3-2.

B coctas komnnekTa XXTC-3-1 BXoaAaT:

- npobupka nabopaTtopHas C KPbILWKOA (MMKpPONpobupKa Tuna «3nneHzopd» 06bemMom
2.0 mn nonunponuneHosas GecuBeTHas KPYrnofoHHas C 3allefKMBatoLEeNncs KpbMnkow),
cofepxatas 1,0 Mn cTepuibHOM XUAKOM TPaHCMOPTHOM cpefbl OMCa;

- CTepWU/ibHbIN 30HA-TAMMOH C AePEBAHHbLIM CTEPXHEM A/IMHOM 150 MM 1 JuaMeTpoMm 2,2
MM M HaKOHEYHWKOM 13 X/I0MKOBOr0 BOJIOKHA A1 0TOOpa, TPaHCMOPTUPOBKN U XpaHEHNS Mpob.

B cocTaB komnnekta XXTC-3-2 BXogAaT:

- Npobupka nabopatopHas ¢ NpobKoi (Npobupka nonnnponuneHoBas o6bLemom 5,0 mMn
becuBeTHas KpyrnofgoHHas 6e3 rpagympoBku pasmepom 12 x 86 MM C Npo6KoK), cofepxkalias
3.0 M/ CTEPUNBHON YXMAKON TPaHCMOPTHON cpefbl JiAMCa;

- CTEPW/bHbIA 30HA-TAaMMOH C NJACTUKOBLIM CTEPXHEM A/IMHON 150 MM ¥ AMameTpoMm
2,2 MM ¥ 0TNaMblBalOWMMCH NONMMEPHBIM HAKOHEYHVKOM.

Tabnuua 3.
OnucaHne meanumnHcKoro nsgenna XXTC-39

Ne BapuaHTbl KOMMIEKTaUUmn
i/ [Moka3artenu P H
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KomnnekT XXTC-3-1
XKTC-3-1

XnaKas TpaHCnopTHas cpefa
Aimca B Npobmpke 1
WHCTPYMEHT ANs B3ATUSA
K/IMHUYeCKNX 06pasLioB
MUKpONpobupka Tnna
«3nneHgopg»
NosMNPONMIEHOBas
becuBeTHas KpyrnogoHHas
3alLe/IKMBatOLLAACs KpbMnka

2,0 Mn
(1,0£0,1) mn

30HA-TaMMNOH A/19 oTéopa
OM0NI0rMYecKmnx Npob

[EePEBAHHDBIA CTEPXEHb AMHOM

150 MM 1 ArameTpom 2,2 MM C

HaKOHEYHKOM 13 XJI0MKOBOr0
BOJIOKHa

CTEPUNbHbI

0fJHOpa30Bas ynakoBKa u3
brakcuanibHo-
OPWEHTUPOBAHHON
NoSIMNPONWIEHOBOIN MNEHKM
nakeT 13 aItOMUHNEBOV
MHOrOC/IOMHOIN 6apbepHON
NNEHKN, COAepXKaLLmin
KOMMN/EKTbl O4HOr0 BapuaHTa
Komnnektaumm (OKTC-3-1) B
MepBMYHON yNakoBKe B
Konnyectee 10 WITYK
M0 >XeNnaHWo 3aKazymnka B
KonmyecTse, KpaTHOM 10
(4ncno komnekTos XKTC-3-1
B rPYMMoBOi yNaKoBKe)

Komnnekt X)KTC-3-2
XTC-3-2

XXWAKast TpaHCnopTHas cpega
diimca B NpobUpKe 1
WHCTPYMEHT ANS B3ATUS
KNMMHWUYECKNX 06pa3LIoB
Npo6MpKa NOANMPONMIeHOBas
6ecuBeTHas KpyrnoaoHHas 6e3
rpafyvipoBKM pasmepom
12x86 MM C Npo6KOI
npo6ka

5,0 mn
(3,0£0,1) mn

30HA-TaMMOH 18 0T6opa
610NorMyecknx nNpob

NNacTUKOBbIN CTEPXKeHb
AvHOM 150 MM 1 JuameTpoMm
2,2 MM C METKOW Ansi Haanoma

HaKOHeYHuKa 13
MeHonosmypeTaHa ¢ NOPUCTOWA
CTPYKTYpOM
CTEPWbHBI

0AHOpa3oBas ynakoBKa 13
BmakcnanbHo-
OPWEHTUPOBAHHON
NoNMNPONUIEHOBOW NNIEHKN
nakeT 13 atOMVHNEBON
MHOrOC/10MHON 6apbepHOIA
NNEHKN, COAepXaLLmin
KOMMJIEKTbI O4HOr0 BapuaHTa
Komnnektaumm (OKTC-3-2) B
NepB1YHON YNaKoBKe B
Konnyectee 10 nnyk
M0 >eNaHUIo 3aKa3unka B
Konnyectse, KpatHom 10
(uncno komnnekToB XXTC-3-2
B rPYMMoBO YNakoBKe)

Bce cocTtaBHble yacT KOMMNekToB XXTC-3-1 n XKTC-3-2 HaxofaTcA B CTEpUSIbHOWA

Kaxapblii KOMMNEKT paccunTaH Ha B3SiTUE U TPAHCMOPTUPOBKY OAHOM Npobbl Y OAHOrO

1 CokpalleHHoe
HaviMeHOBaHwe

2. CocCTaBHble YacTu
KOMM/eKTa

2. Twvn npobupku

3. Tun KpbILWKN
Npo6upKn

4. O6bem Npobupkn

5. O6beM Xunakomn
TPaHCMNOPTHON cpefbl
Aiimca B npobupke

6. WHCTpyMeHT ang
B3ATUSA KIMHUYECKOro
obpasua

7. Martepuan, pasmep u
BUJ TamnoHa
NHCTPYMEHTA 4/14
B3ATUA KIMHUYECKUX
06pasuos

9. CTtepuibHOCTb
COCTaBHbIX YacTei
KOMM/eKTa

8. [lepBnyHada ynakoska
KaXK4oro KoMnekra

10. ['pynnosas ynakoBKa
KOMIM/IEKTOB

11. ®opma 3aKasa

YNaKoBKe.

nauueHTa.

YKTC-3 sBnsieTcst MeAULMHCKUM W3[eNMeM OAHOKPATHOIO UCMO/Mb30BaHNS.
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3. TEXHNYECKNME N ®YHKLUMNOHAJIbHBIE XAPAKTEPNCTUKWA
3.1 lMokasartenu Xn3Hecrnoco6HOCTN MUKPOOPraHM3MOB
Xnpgkas TpaHcnopTHas cpefa driMca obecneymBaeT OTCYTCTBME 3aMETHOrO MUKPOBHOro
pocTa Mpu CoAepXXaHUWM B Hell B TeuveHue 24-48 4y TecT-wtammoB Il naccaxa: Staphylococcus
aureus ATCC 25923, Escherichia coli ATCC 25922, Streptococcus pneumoniae ATCC 49619,
Candida albicans ATCC 24433 B KoHUeHTpaumsax 10*uau 10" KOE/mn.
3.2 MokasaTenn cTabunbHOCTH OCHOBHbIX  OMOMOrMYECKNUX  CBOWCTB
MWUKPOOPraH1U3mMoB
Xugkas TpaHcnopTHas cpefa 3imca ob6ecneymBaeT CTabMbHOCTb  OCHOBHbIX
6ronornyecknx CBOMCTB TecT-wWTtammoB Staphylococcus aureus ATCC 25923, Escherichia coli
ATCC 25922, Streptococcus pneumoniae ATCC 49619, Candida albicans ATCC 24433,
onpegensiemMmblX NO OTHOLUEHUIO YMUCNa aTUMUYHBLIX KOMOHWWA K 06LeMy YMCNy KONOHWA Ha
yawkax. KonmyecTBO aTMMUYHbIX KONOHWA TeCcT-LUTaMMOB MOC/E HAXOXAEHWS B KUAKOWA
TPaHCMNOPTHOM cpefe diimca Npu TemnepaType TPaHCNOPTUPOBAHNSA N XPaHeHUS He NpeBbIllaeT
1%.
3.3 lNokasaTtenn 4yBCTBUTENLHOCTU Cpeibl
YXKngkas TpaHcnopTHas cpefa dimca obecneynsaeT cooTBeTcTBME TpebosaHuam TOCT P
51088 - 2013, MYK 4.2.2316-08 no nokasatensiM MakCUMa/lbHOro pa3BefieHns B3BECU KY/bTyp
TecT-wTtammoB  Staphylococcus aureus ATCC 25923, Escherichia coli ATCC 25922,
Streptococcus pneumoniae  ATCC 49619, Candida albicans ATCC 24433 ¢ UCXOAHOM
KOHUeHTpaumeir 10" kn./mn, KoTopoe obecneynBaeT UX BUAUMBIA POCT Ha Cpefe BblpallimBaHus
nocne BblAePXMBaAHUA B XXWAKOM TPaHCMOPTHON cpede B TeuyeHune 24-48 4 npn 25 °C.
MakcumasibHble pasBefieHUs KynbTyp TeCT-LUTaMMOB B >KWAKOW TPaHCMOPTHON cpefe drmca
obecrneynBalOT WX YCTOMUMBBIA POCT B KOHUEeHTpaumn 5x10" KOE/m#, T.e. COOTBETCTBYHOT
3HayeHuAM He MeHee 10"
3.4 VIH(hopMaLms 06 NHTepdepupyOLLLMX BELLLECTBAX UMW OrPaHNYeHUSX, CBA3AHHbIX
C NPo60iA, KOTOPbIe MOryT MOBMNATbL Ha pe3y/ibTaT UcC/efoBaHuUs
Kcnonb3oBaHue Ans NpoBefeHUs 6aKTepuoiorMyeckoro UcciefoBaHns GU1oornmyeckoro
marepuana, COAepXKallero n3bbITOYHOE KOMYECTBO MPUMECEA B BUAE CAWU3U, KPOBM W THOS,
MOXET OKa3blBaTb CYLLECTBEHHOE BNWSHME HA POCTOBble CBOMCTBA MWKPOOPraHW3MOB U Aaxke
NPUBOANTL K TMOTEPe WX DKWU3HECMOCOOHOCTM B MuTaTeNlbHbIX cpefax. [pucyTcTere
3HAYUTE/IbHOrO KO/IMYEeCTBa C/IM3K, KPOBU U THOS B GMOMOMMYECKOM MaTepuane MOXET ObITb

NPUUMHOMA COMHUTENbHBLIX (HeomnpeaeNnéHHbIX) Pe3ynbTaToB KAMHUKO-6aKTEPUONOrMYECKOrO

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

iT



aHanu3a. [ns CHUXKEHNS| KONMUECTBa NOTEHLIMANbHO MHTEP(EPUPYIOLLMX BELLIECTB HEOGXOAMMO
co6noaTh NpaBua B3ATUS GUONOrMUYECKOro MaTepuana.

EcTecTBeHHble 6aKTEPULMAHbIE CBOICTBA MOTEHLMANbHO MHTEP(EPUPYHOLLMX BELLECTB,
KaKoBbIMW SIBNISIKOTCA THOW, KPOBb, CMM3b B W36GLITOUHOM KOHLIEHTPALMUK, MOFYT ObiTh
MpeogoNeHbl NMyTeM UX Pa3BefeHUs B XXWAKUX TPAHCMOPTHbIX CPedax WM XUAKUX cpedax
nepBryHOro nocesa B 10 pa3, uTO SABNSETCS HEO6XOAMMbIM W [OCTATOYHLIM YC/OBMEM
COXpaHeHMs MokKasaTeneil pocTa (COXPaHEHMs! XM3HECNOCOGHOCTM 1 CTabUIbHOCTU OCHOBHbIX

61OMOrMYECKUX CBOICTB) MUKPOOPraHW3MOB.

4. MPEAYTIPEXXOAEHNA 1 OTPAHNYEHWNA

Bce kKoMnoHeHTbl XKTC-3 B UCNONb3yeMbIX KOHLEHTPaUUAX ABNAOTCA HETOKCUYHLIMU,
BPeAHOr0 BAWAHMS Ha OpraHM3M onepaTopa He OKasbiBaloT. HeratuBHOe BO3AelCTBME Ha
OKPY>KaloLLy0 Cpefy CO CTOPOHblI KOMMOHEHTOB J>XTC-3 BO BpeMs MNPOU3BOACTBA U
3Kcnyaraumm oTCyTCTBYET.

4.1 TloTeHUMaNbHbIN PUCK MPUMEHEHNS

Mo cTeneHn MOTeHUMANLHOINO pucka npumeHeHns XXTC-3 oTHocUTcA K Knaccy 26 (n.
9.3. Npukasza M3 PP Ne 4 H o1 06.06.2012 T.).

4.2 TIpAMON pUCK MPUMEHEHUSA

Mpu  wucnonb3oBaHunm XKTC-3  Tpebyetca cobnwogeHve Mep  GUOMNOrMYECKoi
6e30MacHOCTM U acenTUYeCKOW TeXHWKW B3ATMS MaTepuana. Cregyer UCXOaUTb U3
NPeanonoXeHnsi, 4To BCe cobpaHHble C nomoLlbio XXTC-O o06pasubl NpeacTaBnstoT CO60M
NoTeHLMaIbHO MH(EKLMOHHbIA MaTepuras, 0bpaLlaTbCca ¢ KOTOPbIM CreayeT, cobnoas TeEXHUKY
6e3zonacHocTu cornacHo FOCT P 52905-2007.

4.3 KOCBEHHbIN PUCK NPUMEHEHMS

KocBeHHbIi puck npuMeHeHUs XKTC-O cBA3aH C BepPOATHOCTHLIO MOJMlyYeHUs Kak
NOXXHOOTPULATE/bHbIX, TaK W JIOXKHOMOMOXUTE/IbHbLIX Pe3y/bTaToB. 3TO MOXET MPUBECTU K
OWNOBOYHOMY  MEAMLMHCKOMY  PELUEHMIO M OTpULATeIbHO  MOBAMSATb  HA  TaKTUKY
TepaneBTUYeCKMX n NPOTMBO3NUAEMNYECKUX MepONpPUATUIA. MpuumHamu
NOXHOOTPULATENbHBIX — Pe3y/bTaToB,  3aKIlualoWmMxca B NOTepe  XKM3HECNOCOO6HOCTM
MWUKPOOPraHU3MOoB B TPaHCMOPTHbIX cpefax, MoryT 6biTb: 1) nopya OTAeNbHbIX KOMMOHEHTOB
TPaHCMOPTHbLIX CPef B pe3ysbTate HecoOM0AEHUA YCNOBUA MX TPAHCMOPTUPOBKMN U XpaHeHWS
[0 UCMOoNb30BaHUA; 2) NpeBbMMeHre rapaHTURHbLIX CPOKOB XPaHEHUS, YKa3aHHbIX Ha 3TUKETKaX;
3) HecobnogeHve TpebOBaHMI WMHCTPYKUMM MO MNPUMEHEHUIO B Xofe 3abopa 06pas3LioB.
MMpuymMHaMN  NOXHOMOOXKMUTENIbHBLIX Pe3y/bTaToB, 3aK/OYAKLWNXCA B 3HAUYUTE/IbHOM POCTe

MMUKPOOPraHW3MOB B TPaHCMOPTHbIX Cpefax, MOryT ObiTb: 1) HecoGnOAeHMe TemnepaTypHbIX
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napameTpoB, YKa3aHHbIX B UHCTPYKLMM MO NMPUMEHEHUIO MeAULMHCKOro nu3genus XXTC-3, npu
TPaHCMOPTMPOBKE B [AMArHOCTUYecKne nabopatopumn; 2) Hecob6/I0AeHne  BPeMEeHHbIX
napameTpoB, YKa3aHHbIX B UHCTPYKLMMX MO MPUMEHEHUIO MeAULMHCKOTO n3genus XXTC-3, npu
TPaHCNOPTMPOBKE B UarHOCTUYeCKue abopaTopun.

4.4 Mepbl HUBENNPOBAHNA PUCKOB NMpuMeHeHus XKTC-3

[na HMBeNMpoBaHMsA NPSMOro U KOCBEHHOIO PUCKOB NpuMeHeHust YXKTC-3 Heobxoanmo
cobnogat TpebosaHna TOCT P 52905-2007 (MCO 15190:2003) «Jlabopatopun
meauuUnHCKne. Tpe6oBaHus 6Ge3onacHocTu», CM 1.3.2322-08 «Be3onacHOCTb pPaboThbl C
MukpoopraHmsmamu  1lI-IV  rpynn  natoreHHoctu  (onacHoctv) U BO3BYyAMTENAMM
napasuTapHbiX 6onesHer», CanlnH 2.1.7.2790-10 «CaHuUTapHO-3NMAeMUONI0OrnyecKmne
TpeboBaHUS K 06paLleHn0 C MeAuLMHCKMMK oTxogamu». lMpukasza MuH3gpasa CCCP ot 22
anpenst 1985 r. Ne535 «O6 yHU(MKaLmMn MUKpoObronorniyecknx (6aktepuonormnyeckmx) MeToos
nccnefoBaHus, MPUMEHAEMbIX B K/JMHUKO-AWArHOCTMYECKUX  flabopatopusax — fieyebHo-
NPOPUNAKTUYECKUX YUpEXAeHUA» 1 MeToamyeckux ykazaHui 4.2.2039-2005 1. «TexHuKa
cbopa 1 TpaHCnopTUpoBaHUA BMoMaTepuanoB B MUKPOOMOOrMYeckme nabopatopun», a Takxe
TpeboBaHUA «UHCTPYKUMM NO MepaM MPOUIAKTUKA  PacnpocTpaHeHUs  UHMEKLMOHHBIX
3aboneBaHnin  npu  pabote B KAMHWKO-AMArHOCTUYECKMX  flabopatopusix  nevyebHo-
NpoguNakTUYecKuX yupexaeHuniny (yteepxaeHsl M3 CCCP 17 aHBapst 1991 r.).

4.5 OrpaHuyeHns no Ncrnosb3oBaHUo

MpegnoyTuTeNnbHbIM - MaTePUaIioM  AN19  UCCNeA0BaHWA Ha  Hanyume  aHaspoOHbIX
MUKPOOPraHM3MOB ABMISIKOTCA 06pasLbl TKaHW, NOMYYeHHbIE B XO4e XUPYPruyeckux npouenyp,
TKaHeBble N KOCTHble BMONTaTbI, XXUAKOCTW, THON AW acnupathbl, B3SATble MPY MOMONLL, LWNpULa.
He cneayet ncnonb3oBath XXTC-3 ans c6opa U TpaHCMOPTMPOBAHUS KIMHUYECKUX 06pas3LioB,
NPeanooXNUTENbHO COAepXXalnX BUPYChbl U XNaMUANN.

4.6 poTuBOMNOKasaHUA K NPUMEHEHNIO

Mpy MCNOMb30BaHWM MO Ha3HAYeHWUD U B COOTBETCTBUWM C HACTOALLEN WHCTPYKLUMeN

NPOTMBOMOKa3aHU K NpuMeHeHnto XKTC-3 HeT.

5. AOMNOJ/IHNTE/TIbHOE OEOPYAOBAHUVE NN MATEPUNAJIbI
YKTC-3 aBnseTcA NOAHOCTbIO rOTOBbIM K MPUMEHEHUIO MeAUUMHCKUM mn3genviem. Mpu
BbLLO/IHEHMM GAKTEPMOOrMYECKOro 1ccneaoBaHnsa Matepuana, CobpaHHOro 1 LOCTaBEHHOrO B
nabopartopuo ¢ wucnonb3oBaHnem XKTC-3, TpebytoTca [LOMNONHUTENbHOE 060pYyLoBaHue,
YCTPOICTBA, MaTepuasbl 1 peareHTbl, He BXOAALLME B KOMMAEKT MNOCTaBKM.

5.1 O6opyanoBaHme 06LLEeNabopaTopPHOE:
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- NaMuHapHbIn 60kc |l Knacca 6MONOrMYeckoin 6e30MacHOCTW, OCHaleHHbI HEPA-
(hnNbIPOM;

- yNbTpauroneToBas namna;

- TEPMOCTaT CyX0BO3AYLUHbIA C AnanasoHoM cTabunmsmpyemMblx Temnepatyp (o1 10 go
50 °C)

- aHaspocTtat 2,5 n «AnaeroJar» OXOID AGO0025A (BO3MOXHO WCMOMNb30BaHWE
obopyaoBaHNA  ApYrnx  NPOM3BOAMTENEN,  WMMEHWMX  aHaIorMyHoe  HasHayeHue U
XapaKTepuUCTUKN);

- ras-nakeTbl Ans aHaspocTata Ha 2,5 11 and kanHounos OXOID CNO025A

- CTepunn3aTop NapoBoi;

- CTepuIn3aTop MeAMUMHCKUIA BO3AYLUHbIV ¢ Temnepatypoi (160 £ 5) "C;

- aKBaAUCTUNNATOP MEAULMHCKUIA 3N1IEKTPUYECKUIA;

- X0NOAMNBHMKK, noadepxunsatowime temnepatypsbl: 2-8 °C, muHyc 20 °C, munyc 70 °C;

- MUKPOCKOMN GUHOKYNAPHbIA C UMMEPCUOHHON CUCTEMOM M BCTPOEHHbLIM OCBETUTENEM;

- YCTPOWCTBO A4/1 (hMKcaLmm 1N OKpaLlBaHUA Ma3KoB.

5.2 3mepuTesibHOe 060pyL0BaHMe:

- Becbl nabopatopHble o06uwero HasHauveHus (FTOCT 24104-2001) BTOpOro Knacca
TOYHOCTM C HambonbluMM npegenom B3sewmBaHums 200 © M nNpedenom  [LOMyCKaeMoM
MOrpewwHocTyn £ 2¢;

- AeHcUTOMETP (AeTeKTop MyTHOCTM cycneH3nid) Densi-La-Meter Il Spba Jlaxema.

- NPOBVMPKM NNaCTUKOBbIE ANS feHCUTOMeTpa Apba Jlaxema,;

- cTaHAapT MyTHocT R092D (cTaHaapT 3 eq.)

5.3 [o3upytouime ycTpomUcTBa:

- [03aTOpbl NMUMETOYHbIE OfHOKaHa/lbHbIe C NnepemMeHHbIM 06beMoM OT 5 Ao 50 mkn; oT
20 po 200 mkn; ot 100 fo 10000 MK,

- HAKOHEYHMKN nonunponuneHosble Ha 5-200 mkn 1 200-1000 MK,

- Ka/IMbpoBaHHble 6akTepuasibHble NETN;

- NeTns 6akTepronormyeckas u3 HUKeNa UM Xxpoma guameTpom 3 M.

5.4 NabopaTtopHas nocyga:

- Yawwku MeTpy NNacTUKOBbLIE NN CTEK/IAHHBIE;

- CTepwu/ibHble NPOBMPKM  MNaCTUKOBblE WM CTEKNISHHbIE C  M1aCTUKOBbIMM,
CUIMKOHOBBLIMW WU LeNIT0N03HBIMU NpobKamu;

- CTepW/bHbIE CEPOSIOTNYECKIME NMUMNETKMK;

- (PNaKOHbI U KONOBbI CTEKNAHHBIE;

- linatenn o4HOpPa30BbIE;
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- WITaTUBbLI TAbOpaToOpHbIE 418 NPOOMPOK W LITATUBbI-O0KCHI NPeAMETHbLIX CTEKON;

- CTeKNa NpegMeTHbIe NS MUKPOMNPenapaTos;

- FOPesIK1 ras3oBble WK CMPTOBbIE.

5.5 Martepuanbl N peareHTbI:

- nuTaTeNbHble cpefbl, HeobXoAMMble [ANS  BblgeneHus, AUdhepeHUMpPoBaHNS  ©
KYNbTUBNPOBAHNSA a3pO6HbIX M aHa3POOHbIX GaKTepuiA;

- BOJa AUCTUINIMPOBaHHas;

- 0,9% pacTBOp HaTpua xnopuaa (Pr3nonornyecknii pactTeop);

- CMUPT 3TUNOBbIN PEKTU(NKOBaHHbI

- KpacuTenn 18 oKpalimBaHus Ma3Kos;

- Mac/io UMMEPCUOHHOE /11 MUKPOCKONNK,

- KOHTPO/IbHbIE LITaMMbl MUKPOOPraHWU3MOB;

- MapKepbl NepMaHeHTHbIE M0 CTeKIY;

- NepyaTky MegULMHCKNE ANarHOCTUYECKNE PE3NHOBBIE;

- KOHTelHepbl /15 cbpoca 0TXOL0B;

- bymara unbTpoBasibHas nabopaTtopHas;

- eMKOCTU C [e3UHMULMPYIOLLUM PacTBOPOM;

- NaKeTbl 4Na MeAUUNHCKNX 0TX0A40B Knacca b.

6. AHAJIMSNPYEMBIE NMPOBbLI

6.1 Bug aHanmnsnpyemoro marepuana:

- Ma3Ku 1 oTenseMoe 13 Hoca, 3eBa, ropsa, yporeHUTa/IbHOro TpakTa 1 paH.

6.2 lMpouenypa NonyyeHNs aHaIM3MpPyemMoro 61MosIorM4ecKoro MaTepuania

MasKku co CAM3UCTbIX NepefHUX OTAEN0B MOMOCTU Hoca. 30HA-TaMMOH M3 KOMIMeKTa
XKTC-2-1 wnnm n3 komnnekta XXTC-3-2 BBOAAT B MNpaByk HO34PH0 U Bpallate/bHbIMU
OBWKEHMAMKU COBMParOT MaTepuan C KpbllbeB HOCA M BEPXHEro yraa HOCOBOr0 OTBEPCTUS.
MMOBTOPAOT MaHUMYNAUMIO A0S NEeBOW  HO34pW, MOC/e Yero MOMELLatoT 30HA-TaMMoH B
Npo6upky. Mpu HasM4MKM B NOMOCTM HOCA O04aroB BOCMAIEHUNA WM U3BA3BIEHUIA OTAENbHbIM
TamMrnoHOM co6vpatoT Matepman 13 oyara (04aros).

Mocne B3ATMS MaTepuana ero nomewarT B MNPOBUPKY C TPaHCMOPTHOW Cpeaoin B
COOTBETCTBUM C M.7.2 HACTOALLEN UHCTPYKLWN,

Maskn un3 HocornoTku. OCTOPOXHO BpallaTeNbHbIMU  ABMKEHUAMW MO HWKHEMY
HOCOBOMY XOZy MooyepefHO B 06e HO34pW BBOAAT B HOCOINOTKY 30HA-TaMMOH U3 KOMMJIEKTa
XKTC-9-1 mnn n3 komnnekta XXTC-3-2. OAHOBPEMEHHO KPbl/ibA HOCA NMPWKMMAKOT K 30HAY-

TaMMnoHY 1 HOCOBOW Neperopo/ke Ans 60nee NA0THOrO ero KOHTaKTa co C/IM3UCTON 060/I0HKOW.
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Mocne B3aTMS MaTepuasa ero MoMeLlalT B NPOBUPKY C TPaHCMOPTHOW Cpefon B
COOTBETCTBUM C M.7.2 HACTOALLEN MHCTPYKLMW.

Masku co cnmsucTon 3eBa I'rnoTkM). Matepuan 13 3eBa CO6MparOT HaTOLWAK MUn Yepes 3
-4 4 nocne npuema nuwy. MNepep B3aTMEM NPOO6LI NaUMEHT LO/HKEH NPONOAOCKaTb POT TEMN/ION
KUNSAYEHOW BOOMN.

Mpy B3aTMM NPO6LI OAHOM PYKOIN MPYHKUMAIOT A3blK 60/IbHOr0 eTePU/IbHLIM LUNATeNeM,
[PYroin pykoin cobupaloT matepuan, noo4yepeaHo obpabaTbiBas 30HAOM-TaMMOHOM U3
Komnnekta XXTC-3-1 unn n3 Komnnekta XXTC-3-2, npaBytd MUHAaNMHY, NPaBytd HEOHYHO
[yry, NeByt0 MUHAANNHY, NEBYIO HEOHYIO Ayry, A3bI4OK. Ha ypoBHe A3blyKa KacaroTcs 30H40M-
TamMMOHOM 33fiHE eTEHKM INOTKN. BaXKHO Mpu 3TOM He KacaTbCs 30H4OM-TaMMNOHOM C/IU3UCTbIX
LLeK, A3blKa, AeceH, ryb, a Takke He cobupaTb CAKOHY, TaK Kak 3TOT MaTepuan XapaktepusyeT
C/IM3UCTble POTOBOW MOMOCTW, TO €CTb BEPXHEr0 OT/AeNa XKeNyL0YHO-KULLEYHOr o TpaKTa.

He ponyekaetcs cobupaTb mMatepuan 13 3eea Npu BOCNaleHHOM HaAropTaHHUKeE, Tak Kak
npoBeAeHne NpoLesypbl MOXET NPUBECTU K CEPbE3HOW PecnupaTopHOM 06CTPYKLUUN.

Mocne B3aTMS MaTepuana ero nomewaroT B MNPOGUPKY C TPaHCMOPTHOM cpefon B
€00TBETCTBMU C M.7.2 HACTOALLEN UHCTPYKLUN.

Otpensiemoe paH. B3sTve martepmana npoBOAAT MpW eobMOLEHUM NPaBWUT aeenTUKW.
KoXy BOKPYr paHbl UK Haf o4arom BocrnaneHus obpabatbialoT 70% 3TUMI0BLIM CNUPTOM N 1-
2% HacTorKoi opa (ee 06s3aTeNlbHO HaAoO CMbITb 70% 3TWMOBLIM CMUPTOM NMG0 APYrvM
paspeLleHHbIM  aHTUCENTUKOM BO M36eXaHue OXoros). [pyv Heo6X0AMMOCTM yAanaT C
MOMOLLbIO CTEPU/IBHOW CantheTKN HEKPOTUYECKME MAcChl, AETPUT, THON. Henb3s 1cnonb3oBaTb
pacTBOPbl aHTUCENTUKOB A5 CHATUS NOBA3KM UM 06paboTKM paHeBO NMOBEPXHOCTM [0 B3ATMUS
obpasLa Ha uccneioBaHue.

O6pasupbl 0TOMPatOT NyTEM NPOKaTbIBaHWS 30HAA-TamMroHa 13 Komnnekta XXTC-3-1 nnn
13 Komnnekta XXTC-3-2 no paHeBOW NMOBEPXHOCTU OT LEeHTpa K nepudepmmn B TeyeHune 5-10 c.
30HA-TaMMNOH [0/DKEH pPaBHOMEPHO MPONUTATLCA TKAHEBOW KMAKOCTbIO.  MaHunynsaumio
Heo6X04MMO MPOBOAWTL MakKCMMaslbHO OCTOPOXHO, He TpaBMuUpys TkaHW. [MosBneHve enenos
KpOBW €BWAETE/NIbCTBYET O HapyLUEHUWN MpeaHa/IMTUYECKOro aTana, NockosbKy KpoBb 06nafaet
GaKTepMUMAHLIMU CBOMCTBAMW W pe3y/ibTaTbl MOCNeAYHoLed AMarHOCTUKN MOTYT OKa3aTbCs
HeZLOCTOBEPHbLIMMU.

Moene B3ATMS MaTepuasa ero nomewjatoT B MNPOBUPKY C TPaHCMOPTHOW cpefov B
COOTBETCTBMM C M.7.2 HACTOSALLEN MHCTPYKLUW.

Mpo6bl U3 npennsepus Bnarannwa: Matepvan nonyyatoT NyTeM NpPoKaTbiBaHWUS 30HAA-
TamnoHa 13 Komnnekta XXTC-3-1 nnn n3 komnnekta XXTC-3-2 1o rpaHuLe 340p0BbIX TKaHen u

yyacTKa C npusHakamu BocnaneHus B TedeHue 3-5 e. 30HA-TaMMNOH [OMKEH PaBHOMEPHO
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NPONMTaTbCA TKAHEBOWN >XMAKOCTbIO, MOC/Me Yero Marepuan Aas UCCNefoBaHWsA MOMELLAlT B
NPO6GUPKY C TPAHCMOPTHOM Cpefor B COOTBETCTBUM C MN.7.2 HACTOSLLEN UHCTPYKLMN 1 NepeaatoT
B labopaTopuio.

Masku 13 snaranuua. lNocne BBeAeHNA 3epKana 1N NOALEMHMKA BO Bnaraiuvile marepuan
0TOMpalOT 30HAOM-TaMNOHOM U3 KoMmiekTa XXTC-3-1 unm n3 komnnekra XXTC-3-2 ¢ 3agHero
cBOJa WAX NaTo/IOrMYeCKM W3MEHeHHbIX Y4yacTKOB. 30HA-TAMMOH [O/KEeH pPaBHOMEPHO
NPONMTaTbC TKAHEBOW >KMAKOCTbI. MaHunynaumio HeoOXO04MMO MPOBOAUTL MaKCUMaibHO
OCTOPOXHO, He TpaBMUpys TKaHW. Matepuan gns rnocesa 6epyT A0 NpPoBeAeHUs MaHya/lbHOrO
nccnefoBaHMs, NOCNE YEro ero NoMeLLaT B NPOGUPKY C TPAHCNOPTHON Cpeoil B COOTBETCTBUM
C M.7.2 HaCTOALLEN NHCTPYKLUN.

Mpo6bl U3 LEepBMKaALHOIO KaHana. 15 nonyvyeHns Matepvana 06HaXKarT LIEKy MaTKu
C NMOMOLLbIO 3epKa U TLlaTe/lbHO 06pabaThiBatOT Bara/MLLHY ee YacTb BaTHbIM TaMMOHOM,
CMOYEHHBbIM CTepPU/IbHbIM (PU3MONOTMYECKUM PAacTBOPOM WN CTEPUIBHON AUCTUNNMPOBAHHOW
BOAOW. 30HA-TaMMOoH 13 KoMniekta XXTC-3-1 nnn n3 komnnekta XXTC-3-2 0CTOPOXXHO BBOAAT
B LiepBUKa/IbHbIN KaHan Ha rnybuHy 1,0 - 1,5 cM, He Kacasicb CTEHOK Bnaranuwa. Bpalyas 3oHa-
TaMMOH HECKOJIbKO pa3 BOKPYr OCK, 3aXBaTbIBAKOT MaTepua - KNeTKWU, 3KCCyaar - Mo nepumeTpy

,J LIepBUKA/ILHOrO KaHana, nocsie 4ero ero nomewatoT B MPOGUPKY C TPaHCMOPTHOM Cpefon B
COOTBETCTBMM C M.7.2 HACTOSALLEN MHCTPYKLUK,

Matepnan u©3 ypeTpbl >KeHWMH. O6pasubl cobupatoT uepes 1-2 4 nocne
mouemncnyckaHms. CTUMyNMpYOT 06pa3oBaHMe OTAENSAEMOro SIErKUM MacCaXkem YpeTpbl Yepes
Bnaramwie. CobupatoT 00pa30BaBLUEECS OTAeNsieMOe CTepU/ibHbIM  30HLOM-TaMMOHOM U3
Komnnekta XXTC-3-1 wnn u3 komnnekta XXTC-3-2, nocne 4ero ero NOMeLLatoT B NPOOMpPKY ¢
TPaHCMOPTHOWM CPeAoit B COOTBETCTBUM C N.7.2 HACTOSLLEN MHCTPYKLUW U NepefatoT matepuan B
naboparoputo.

Ecnm onucaHHbIM Bbille CNOCcO60M He yAanocb MOMYyYUTb OTAENsieMoe, MPOMbHOAKT
Hapy>XHY0 ypeTpy 6aKkTepuuMAHbIM MbLLIOM, CMOMACKMBAOT TEMION KUNSAYEHOW BOLOW, BBOAAT
CTEPWUNbHBIA 30HA-TAaMMOH Ha 2 - 4 CM B 3HAOYPETPY, OCTOPOXHO NMOBOPAYMBAIOT €r0 HECKO/IbKO
pa3 BOKpPYr OCW M OCTaBNAlOT B ypeTpe Ha 1-2 c. [locne 3TOro 30HA-TaMMOH W3BNEKalT U3
ypeTpbl, NOMeLLAT B NPOOMPKY C TPaHCMOPTHON CPefoil B COOTBETCTBMM C MN.7.2 HACTOALLEN
NHCTPYKLUNN.

MaTtepuan 13 ypetpbl My>X4unH. OTOMpatoT obpasel, He paHee, Yem uyepe3 2-3 4 nocne
nocnefHero moyeucnyckaHua. [ns 3Toro 30HA-TamnoH u3 Komnnekta XXTC-3-1 wimn um3
Komnnekta XXTC-3-2 BBOAAT Ha 3-4 CM B AWUCTaNbHbIA OTAen ypeTpbl. OCTOPOXHO BpaLLas

30HA-TaMMOH BOKPYr OCW, OCTaBMAKT ero B ypeTpe Ha 2-3 Cbl. 30HA-TaMMOH W3B/ieKalT U3
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ypeTpbl 1 NOMELLAKT B NPOBUPKY C TPAHCMOPTHON CPeaoit B COOTBETCTBUM C N.7.2 HACTOSLLEN
NHCTPYKLMN.

O6pasubl Ans 6aKTepUONOrMYeCcKUX WUCCNeA0BaHWA, CObpaHHbIE C WUCMOb30BaHMEM
XTC-3, fomKHbI AOCTaBNSATLCA B 1a60PATOPUMIO B TEYEHME 2 4 C MOMEHTA B3ATUS MaTepuana
AN NofAfepXXaHns ONTUMaIbHOW YKN3HeCNoCOBHOCTY opraHusma. Ecnv goctaBka KIMHUYECKNX
o6bpa3uoB B nabopaTopuio B BbMMeykasaHHOE BPEMS HEBO3MOXHA, WX CNefyeT XpaHuTb B
xonoaunbHuke npu 4-8 °C mnm npu KomHaTHoi Temnepatype (20-25 °C) He 6onee 48 u, 3a
NCK/IIOYEHNEM MpPo6, MNpPeanonoXUTenbHO CoAepXalimx MUKPOOPraHU3mbl CO  C/I0XHbIMU
nuTaTeNbHbIMU NOTPe6HOCTAMM (HanpuMmep Streptococcus pneumoniae, Neisseria gonorrhoeae),
KOTOpble XpaHAT NpU BbllLeyKa3aHHbIX TeMmnepaTtypax He 6onee 24 4. HayuyHble mccnefoBaHus
Mo OLEHKe KayecTBa Pas/IMYHbIX TPAHCMOPTHbLIX CUCTEM MOKa3ain, YTO XXM3HECNOCOOGHOCTb
OTA€eNbHbIX BUA0B MUKPOOPraH13MOB BbINe Npu 61oornyecku HU3Kon (4-8 °C) Temneparype,

Yem Npu KOMHATHOIA TemnepaType.

7. NMOPAAOK NCMOJIbSOBAHNA MEONLIMHCKOIO U3OENNA

7.1 MoarotoBka XXTC-3 K UCMOMb30BaHUIO

MeanuMHCKOe n3genve Ana in vitro gnarHocTukn XXngkas TpaHcnopTHas cpega diiMca B
NPo6UpPKe C 30HA-TaMNOHOM 18 cbopa KNMHMYecKnx 06pasLoB «(PKTC-3») LONHOCTbIO FOTOBO
K MCMONb30BaHUIO N HUKaKas npefgapuTenbHas NoAroToBka He TpebyeTcs.

7.2 Mopsigok ncnonb3oBaHus XXTC-3 npu 3a6ope KIMHNUYECKOro MaTepuana

Mpn 3a60pe KAMHUYECKOro maTepuana ¢ ucnosnb3oBaHuem XXTC-O cnegyeT cobnoaatb
ClleiytoLLY0 MOCNe0BaTe/IbHOCTb MaHUNYNALMIA;

- BCKpOWTe ynakoBKy Kommnnekta XXTC-3-1 unm komnnekra XXTC-3-2;

- W3BNEKUTE M3 YMaKoOBKM 30HA-TAMMOH [Ans oTbopa npob, BXOAAWMA B COCTaB
komnnekta XXTC-3-1, unm 30HA-TaMMNOH Ans oT6opa npob, BXOAALWMIA B COCTaB KOMMIEKTA
XTC-3-2;

- W3BNEKMTE U3 yNaKoBKM NPOBMPKY C XXMAKOW TPaHCMOPTHON cpeaoi dimca;

- BO3bMMWTE 30HAOM-TaMMOHOM A8 0T60pa NPo6 COOTBETCTBYHOLIMIA BMONOrNYECKMNIA
maTepuan (n. 6.2.);

- B acenTUYeCcKMUX YC/IOBUAX OTKPOMTE KPbMMKy/MpobKy NPO6GUPKM C TPaHCMOPTHOM
cpenoin dnmca;

- BCTaBbTe 30HA-TAMMOH A58 0T6opa Npob ¢ 0TO6paHHLIM 06pa3LLOM GMOMOTrMYECKOrOo
maTepuana B NpobupKy ¢ TpaHCNOPTHOWN Cpeaoil;

- [ecopbupyinte MUKPOOPraHuW3Mbl B >KWAKYHO TPaHCMOPTHYK cpedy 3JiMca nyTem

BpalLleHMs KOHYMKa 30HAa-TamrnoHa u3 kKomnnekta XXTC-3-1 B npobupke co cpegon u3
2
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Komnnekta XXTC-3-1 B TeueHue 5-7 ¢, nocne 4Yero pans 6Gonee nOMHON pecopbuum
MUKPOOPraHW3MOB OTOXMMUTE HAaKOHEYHMK 30HAa-TaMnoHa B TPAHCMOPTHOM cpefe O CTEHKY
Npo6upkn. BbIHbTE 30HA-TAMMOH M3 MPOOMPKM K NOMecTUTe ero B Tapy pAna cbopa
MeAMLUNHCKMX 0TX0A0B Knacca b;

- ONUpascb Ha Kpain NPoBUPKK C XXMAKON TPaHCMOPTHOW cpefor 3 KomnekTa XXTC-3-
2, crubanTe cTepXKeHb 30HAa-TamroHa W3 Komnnekra XKTC-3-2 B TO4ke pas/ioma,
0603Ha4YeHHON LBETHOWN /IMHMEN Ha CTepXXKHe 30HAAa-TamroHa, A0 TeX Mop, MoKa naacTUKOBbIN
CTepXXeHb He C/IOMaeTcA B TOUKe pas/iomMa. YJainTe C/OMaHHYK BEPXHIOK 4acTb 30HAa-
TamrnoHa B KOHTeHep 41 cbopa MeAnLMHCKMX 0TX0A0B Knacca b.

- MI0THO 3aKPOWTe NPOBMPKY C XKMAKOW TPaHCMOPTHON CPefoi KPbILLIKON/MPOOKOW;

- 3aMuLnTe MHQOPMALMIO 0 NaUMeHTe U AaTy B3ATUA MaTepuasna Ha 3TUKETKe NpobupKu
VNN NPUKPENUTE K HEWM NAEHTU(INKALMOHHYIO 3TUKETKY NauyeHTa.

- OTNpaBbTe 06paseL, B 6aKTeproNornyeckyto nabopatopuio 415 UCCNefoBaHuUs;

- He JonyckanTe 3aMmopaXkuaHus Npobbl nepes TPaHCNOPTUPOBKOA.

7.3. Mopspgok wucnonb3oBaHns XXTC-O npu npoBefeHUN 6GaKTepUoIormyeckoro
nccnefoBaHmsa

Mpo6bl, cobpaHHble M AO0CTaB/IeHHble B 1abopaTopuio Mpu ucnonb3oBaHMn XXTC-3,
[O/MKHBI aHaIM3MPOBATLCA C NPUMEHEHMEM METOAMK W NUTaTeNbHbIX Cpef, KoTopble 6yayT
3aBMCeTb OT TuNa KAMHUYECKOro obpasya v Buaa MCKOMOro Bo3byautens. PekomeHAyemble
nuTaTefibHble Cpefdbl, a TakKXXe COOTBETCTBYIOLME METOAbl BbIAENEHUA U WUAEHTUDUKaLMK
OaKTepuin M3 KIMHUYECKUX 00pasLoB OMMCaHbl B COOTBETCTBYHOLUMX MpUKasax, CaHUTapPHbIX
npasunax, MeToANYecKNX yKasaHUAaX U peKoMeHaaumnsx.

KynbTypanbHble METOAb! UCCNeL0BAHUA Ha Ha/IMYMe adPOOHbLIX M aHa3POOHbIX BakTepui,
a TaKKe MWKPOOPraHM3MOB CO CNOXHbIMW NUTaTeNbHbIMU MOTPEGHOCTAMM, KakK npaswno,
BK/IKOYAOT MCMOJIb30BaHWE NJIOTHBIX MUTATENbHbIX Cpeq B valukax Metpu. INoceB (MHOKyNALKSA)
Ha M/I0THYI0 NUTaTeNIbHYI0 Cpeay 61MOMOrMYecKoro marepuana, LOCTaBMEHHOro B nabopaTropuio
C ucnonb3oBaHuem >XTC-3, 3aBMCMT OT BapuaHTa WCMOMHEHWUA MEAMLMHCKOro u3genus u
OCYLLIECTB/ISAIETCA CNeAyHoLWMUM 06pa3oMm.

Mpu ncnonb3oBaHUKN Komnnekta XXTC-3-1 Heobxoanmo:

- 3HEepPrMYHO BCTPSIXHYTb B TeyeHue 5-7 C NPOBUPKY C XXUAKOW TPaHCMOPTHOW Cpeaon,
coflepXallyto o06pasel, 4/ WUCCNefoBaHMsA, 3aXaB ee Mexay O60MblNM U yKasaTe/lbHbIM
nanbuamu, WM nepemMellatb COZEPXKMMOE MNPOOMPKM C MOMOLLbK LIEHTPUQYrn-BopTekca B
TedeHme 5 c¢. OTta npouesypa CrnocobCTBYeT PaBHOMEPHOMY  pACrpefenceHuo U

CyCneHAMpOBaHMIO NPO6bLI NaLMeHTa B XKUAKON TPaHCMOPTHOM cpefe dnMca;

13
& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



- nepeHecTn 100 MK/ CyCreH3nn KIMHUYeCKOro obpasLa B XMAKON TPaHCMOPTHOW cpefe
(NepBUYHBIA NHOKYNAT) Ha YallKy MeTpu ¢ NA0THOW NUTATE/IbHON CPeaoin, MUCMoNb3ys L03aTop
MexaHUYeCKuii ¢ BapbupyeMbIMM 06beMaMmn [03MPOBaHUA U CTEPU/IbHBIE HAKOHEYHUKN K HEMY.
Mpy He06XOAMMOCTW BbINOMHEHWNSA MOCEBA Ha AOMOMHUTE/bHbIE MIOTHbIE NUTATE/IbHbIE CPedb
MepeHecT Ha HUX aIMKBOTbl CYCMEH3UW K/IMHMYECKOro obpasya obbemoMm 100 MK
BblLLEYKa3aHHbIM CNOCO60M;

- pacnpefennTb MNEePBUYHbIA WHOKYNST CTEPWUIbHON GaKTEpMONIOrMYecKor neTner no
MOBEPXHOCTM M/IOTHOW NUTATENIbHOM Cpefbl C LeNblo NOMYYeHUs M30/IMPOBaHHbIX KOJIOHWI
YMCTOM KyNbTYypbl BO3OYAMTENSI 6GaKTepUasbHOM MH(EKLMMK;,

Mpn ncnonb3oBaHUK KomnnekTa XXTC-3-2 HeobxoAMMO:

- 3HEepPrMYHO BCTPSXHYTb B TeyeHue 5-7 ¢ NpPOBMPKY C XKMAKOW TPaHCMOPTHOWN Cpefon,
cogepalllyto obpasel, Ans uccnefoBaHUs U OT/IOMaHHbIA HAaKOHEYHWK 30HA-TaMMOHa, 3aXKaB ee
MeXay 60/blMM N yKasaTe/llbHbIM NabuaMn, WUAK nepemeLlaTb COAEPXXMMOe NPoBUPKM Ha
LeHTpudpyre-sopTekce B TedeHWe 5 c. 3Ta npouedypa Cnoco6CTBYET BbICBOOOXKAEHUIO
KMHUYECKOro obpaslia M3 OT/IOMAHHOrO HaKOHEYHMKA 30H[A-TaMMoHa W pPaBHOMEPHOMY
pacnpefeneHnio U pecycneHANpPOBaHMIO NPOObI MauueHTa B XXWUAKOW TPaHCMOPTHON cpefe
Aiimca.

- BbIHYTb MpPO6KY M3 MNPOGUPKM W CTEPUNbHBLLL MUHLETOM W3BMEeYb OT/IOMAHHbIN
HaKOHEeYHWK 30HA-TaMMOHa U3 YXXMAKON TPaHCMOPTHOM cpefbl Jrmca.

- MpokaTaTb HaKOHEYHUK 30HA-TaMMOHa MO MOBEPXHOCTU KBajpaHTa M/I0THOWA
nUTaTeNbHON cpefbl ANS MNONYYeHWs NePBUYHOIO MHOKYNATa

- A BbINOSIHEHWSA MOCEBa MaTepuana, CoAepXKallerocs Ha HaKOHeYHUKe 30HA-TaMroHa,
Ha [OMOSHUTENbHble YalwkyM [leTpu ¢ nuTaTelbHbIMU  CpPefaMn  HeobXOAMMO  BEPHYTb
HaKOHEeYHWUK 30HA-TaMMoHa B MPOOUPKY C XXMAKOM TPaHCMOPTHON Cpefoi Ha 2 ¢ ANns NPONMUTKK
TaMMNOHa CYCMEH3MEN KNMHNYECKOro obpasLa 1 NOBTOPUTL AENCTBUA NPedbLUyLLero wara.

- C LUeNblo LoNyyYeHNUs NepBUYHOINO MHOKYNSTa MOXKHO nepeHecT 100 MK CyCneH3uu
KNMHMYeCKOro obpasua B >XKWAKOW TPaHCMOPTHOW cpeae JiiMca Ha MOBEPXHOCTb MIOTHOM
NUTaTeNbHON Cpefbl MeXaHWYecKUM [03aTOPOM C BapbUpyeMbIMU OO6bEMaMU [LO3VMPOBAHUSA U
CTEPUNbHBIMU HAKOHEYHMKaMUN K HeMy, NpeABapuTe/ibHO YAa/IMB HAKOHEYHWUK 30HA-TaMmnoHa B
KOHTelHep Ana cbopa MefuUMHCKMX OTX0A4OB Knacca b. B aTom cnyyae Ans  BbLUO/HEHWS
noceea Ha [OMOSIHUTE/IbHbIE YalKy eTpy ¢ NUTaTeNbHbIMK Cpefamu CrefyeT NnepeHecTu Ha
HUX aIMKBOTbl CYCMEH3MN KAMHUYECKOro obpasua o6bemom 100 MK BblleyKa3aHHbIM

Cnoco6om.
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- pacnpefennTb MePBUYHbLIA WMHOKYNAT CTEPU/IbHOW 6GaKTepuonormyeckor netnein no
MOBEPXHOCTW M/IOTHON MUTaTe/IbHOM cpefbl C Leblo NOMYYeHUs M30/IMPOBaHHbIX KOIOHWIA
YMCTOWN KyNbTYpbl BO30YAMTENS BaKTepuaibHON MHPEKLMN.

3 ob6pa3uoB 6uomaTepuana, B3ATONO0 WM TPaHCMOPTMPYEMOro npu nomowm XXTC-3,
MOTYT 6bITb MPUrOTOB/IEHbI MPenapaThbl 415 OKPackn no Mpamy No crnefyroLlert MeTOAMKe:

- Ha YMCTOM MpeaMETHOM CTeKe MepMaHeHTHbIM MapKepoM 0603HauMTb 06/1acTb
NPUrOTOB/IEHNS Ma3Ka B BUAE OKPYXXHOCTMW,

- 3HEPrUYHO BCTPSAXHYTb B TeYeHue 5-7 ¢ NpPOBUPKY C XKMAKOW TPaHCMOPTHOM cpefoi
Aimca 1 nccnefyembiM 06pasLOM, 3aKaB ee MeXx Ay 00/MbLIMM M yKasaTe/lbHbIM Nanbuamu, U
nepemMeLLiaTb COAEPKUMOe MPOOMPKN C NMOMOLLBIO BCTPSXMBATENS TUMA «BOPTEKC» B TeyeHue 5
C.

- B aCeNTUYECKNX YCNOBUAX OTKPbITb KPbILKY/NPOOKY NPOOMPKN 1 nepeHecTn 1-2 Kanm
ee COAEPXMMOro Ha 0603HaYeHHY0 06/1aCTb NPEAMETHOIO CTEKNa CTEPU/IbHON MUNETKOW Mau
MeXaHM4YeCKMM [03aTOPOM C BapbUpyeMbiMM 06bemMamy A03UMPOBaHUA U CTEPUIbHBIMU
HaKOHEUYHNKAMK K HEMY.

- BbICYLUWTb HAHECEHHbI MaTepuan Ha BO3LyXe WK B 3/1EKTPUYECKOM Harpesaresne ans
npeaMeTHbIX cTekon npu 60 °C.

- nocne CyLWKun 3amKcnpoBaTb MaTepuan Ha MpeamMeTHOM CTeK/ie NyTem Harpesa Haf
nnamMmeHeMm ropesikv Unn B OXNaKAeHHOM MeTaHone. Pukcaums MeTaHoN0M NpeanoYTUTESIbHee,
MOCKO/NbKY NpefoTBpaLlaeT N3NC IPUTPOLUTOB M KNETOK OpraHn3ma Xo3suHa, 4Yto npuBoauT K
6oniee unctomy poHy npenapara.

- NPV BbINOMHEHUM OKPackn Maska ro I"pamy cnefoBaTb peKOMeHAAUNAM, U3N0XKEHHbLIM
B CMPaBOYHbIX NOCOOMSAX M PYKOBOACTBAX NO NabopaTopHOiA anarHocTuke. Mpu NCnonb3oBaHnm

KOMMepUecKmnx HabopoB A1t OKpacKu no "pamy cnefoBaTb MHCTPYKLMUM NPON3BOANTENS.

8. MEPbI NMPEAOCTOPOXXHOCTW/

Mpu paboTe ¢ XXTC-3 cregyeT BbINOMHATL CeAytoLive Mepbl NpeLoCTOPOXKHOCTU:

- nepef WCNONb30BaHWEM MEAMLMHCKOrO Wu3L4enMs HeobXoAUMO O03HaKOMUTLCA C
WHCTPYKUMEN MO MPUMEHEHUIO U npu pabote ¢ XXTC-3 BHMMATE/IbHO CefoBaTb ee
pPeKOMeHAauunaMm,;

- Mcnosb3oBaTh XKTC-3 CTPOro no HasHayeHuo;

- JXKTC-3 npegHasHayeHa TO/bKO A1 AMArHOCTMKM in Vitro M He MOXeT OblITb
1CMosb3oBaHa A1 CAMOKOHTPONS;

- JKTC-3 MOXeT WuCnonb3oBaTbCAa TOMbKO 00YYeHHbIM W KBaIM(ULMPOBAHHBIM

NepcoHa/10M;
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- XKTC-3 saBnsdetca MegUUMHCKMM W3[enveM OLHOKPATHOro MCMOMb30BaHUA U ero
MOBTOPHOE WCMONb30BaHNE MOXET TMPUBECTU K PUCKY 3apaXKEHUA W/WNM  HEKOPPEKTHBIM
pesyfbTaTam;

- He nepeynakoBblBaTb KOMMOHEHTbI MeAULMHCKOTO ugenmsa XXTC-3;

- He nNpOBOAUTbL MOBTOPHYK CTEPUIN3ALMIO HEWUCNO/b30BaHHbIX 30HA0B-TaMMOHOB,
BX04ALuX B cocTtas XKXTC-3;

- He wucnonb3oBatb XXTC-3 € KakMMU-NG0 KOMMOHEHTAMWU ApYrux MeaULUHCKUX
N30eNnii;

- n3berarb 3arnarbiBaHWs XXULKOW TPAHCMOPTHOM cpebl dimca.

Mepbl NPesoCTOPOXKHOCTY MpY cOope KIMHNYECKNX 06pa3LioB npy nomonuy XXTC-3:

- He 1cnosb3oBath A8 cbopa KIMHUYECKUX 00pasLoB 30HA-TaMMOH M3 KoMmniekTa XKTC-
3-1 unn 30HA-TaMMoH K3 KomnnekTa XXTC-3-2 ¢ npu3HakaMu 3aMeTHbIX MOBPEXAEHNIA
(NonomKa CTepXKHA U HapyLLIEHWE LeNoCTHOCTY M 06beMa TaMNOHa HaKOHEYHUKA).

- He npwnaratb Ype3MepHbIX YCUNWMIA W pAaBneHus npu otbope npob y nNauueHToB,
MOCKO/IbKY 3TO MOXEeT NPUBECTU K OTN1aMblBaHNIO HAKOHEYHMKA 30HA-TaMMOoHa N NOBPEXAEHNIO
TKaHel opraHv3Ma YesoBeka;

- BO BpemMs 0T60pa Npob He MpuKacaTbCA K HUXKHEW MOSIOBMHE 30HAA-TaMMoHa, TakK Kak
3TO MpPUBEAET K 3arps3HEHUI0 BbllLEYKa3aHHbIX KOMMOHEHTOB MeAMLIMHCKOro Wu3genus u
KIMHUYeCKMX 06pasLoB, YTO CAeNaeT pesynbTaTbl UX UCCNeL0BaHUA HEAENCTBUTETbHbIMY;

- He cfieflyeT 1UCNOMb30BaTh XXUAKYK TPAHCMOPTHYIO Cpedy dnmca AN1s YBNAXKHEHUS UK
CMauunBaHus 30HA-TammnoHa nepes c60poM NPobbl U NPOMbIBaHWUS WM OPOLLEHUA YYaCcTKOB
oT60pa Npo6, MOCKO/bKY 3TO MPUBELET K HEKOPPEKTHbIM pe3y/ibTatam 6akTeprosiormyeckoro
aHamn3a.

3anpeLaeTca ncnonb3osaTb XKTC-3 B cnyyasx:

- €CN VMMEKTCA MPU3HAKM HapyLUIeHUs LeNOCTHOCTU YNAakKOBKW, a TakXe MpPU3HaKu
NMOBPEXAEHNA NN 3arpasHeHna caMoro MeauLMHCKOro N3fenus,

- €C/IN UMEKOTCA MPU3HAKMN YTEUKM XXMUAKOW TPAHCMOPTHOW Cpeabl;

- €C/IN UCTEK CPOK roHOCTW.

Mpn BbINOMHEHUN GAKTEPUONOrMYECKOr0 aHann3a npod, cobpaHHbIX U [OCTaB/IEHHbIX B
na6oparoputo npu nomolum XXKTC-3, cnegyet cobnofatb 06blUHbIE Mepbl MPeAOCTOPOXHOCTH,
npYMeHsieMble Npy NabopaTopHbIX UCCeL0BaHUAX:

- MO0Nb30BaTbCA NabOPaTOPHbLIMU MepyaTKaMu 1 HafieBaTh N1abopaTopHble XanaTbl;

- He NPUHUMATb MNULLY, NMUTb UK KYPUTb B 1A60PATOPHbIX NMOMELLEHUAX;

- nocne paboThbl C Npo6amy 1 peakTBaMi TLLATENbHO BbIMbITb PYKW BOZOV C MbI/IOM.
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- OpH NONANANAM XOMIOHCHTOB CPEAH HA KOXKY WM CIA3MCTYIO 000N0uKy cnemyer
MPOMBITH HX GONMBINHM KOAHYSCTBOM BOABL.

9. KOHTPOJIb KAYECTBA. AHAJIMTHYECKHME H JHATHOCTHYECKHE
XAPAKTEPHCTHKH
9.1 Konrpoan kavecTsa
Bce NpoH3BOACTBEHHEIC CEPHH MEAHLMHCKOTO H3ACHEA I in Vilro ABRArHOCTHKH
JKnaxas TpaHCnOpTHAR cpefia JiiNca B NPOGHPKE ¢ 30HA-TAMIOHOM s ¢6Opa KIMHMYCCKHX
obpasiuos «QOKTC-3)» xoHTponnpyioTCa Ha coGinofienne CTepHILEOCTH. JKHAKAR TPAHCIOPTHAS
cpena JHMca, BXOASINAA B COCTAB KKAOH NMPOH3BOACTBCHHON CEpHH MEAHIEHCKONO HIIC/NA,
nepesi peamusanmcHd MPOXOAHT MpOBEPKY Ha CrabWibHOCTE nokasareneit pH, coxpamenue
KHIHCCNOCOOHOCTH W MOAACPXAHHC CTROHIBHOCTH OCHOBHHIX GHONOIMYECCKHX CBOHCTB TeCT-
. INTAMMOB MHKPOOPraHRIMOB H rpaGoB npH GHonorudecku Hu3Kkoi (4-8 °C) u koMnarno (20 —
25°C) remneparype. Mccneporanns nokaszareneli XH3HECTHOCOOHOCTH MUKPOOPIrAHH3MOB TAKKE
BKIIO9AIOT OICHKY H3OWTOYHOCTH GaKTepHanbHOro pocra npu Gmonormueckn au3Koit (4-8 °C)
H KOMHATHON TeMIeparype, KOTOopad AC/DKHA COOTBETCTBOBaTh < | log yBenuucHus pocTa B
YKa3aHHLIH MOMEHT BpEMEHH.
9.2 Ioxka3aTeaH XKH3HECHOCOGHOCTE MERDPOOPIAHEIMOB
ToxazaTens XH3HECNIOCOOHOCTH TeCT-IMITAMMOB MHKPOOPIaHR3MOB K rpaboB B XAAKAX
TPAHCNIOPTHRIX CPelax, Bxoasmmx B coctas JXTC-3, mpeacrasnenk B Tabanue 4.
9.3 CrabaapBocTh OCHOBHBIX GHOIOIHYECKEX CBOHCTB MEKPOOPraHHIMOD
Memnuuncxoe uanenune JXTC-3 obecnemnBaeT cTabAIBHOCTE OCHOBHBX OHOJIOrHYECKHX
. CBONCTB MHXPOOPTaHH3MOB, OIPCACISCMEIX IO XapakTepHo# Mopdhosorui MEKPOOHBIX KIETOK,
THNHYHRIM KyNbTYPDANHHRIM NpH3HakaM TecT-mTaMMoB Escherichia coli ATCC 25922,
Staphylococcus aureus ATCC 25923, Streptococcus pneumoniae ATCC 49619, Candida
albicans ATCC 24433 nocne Mx XpaHCHHS B TPAHCHOPTHLIX cpeaax npH 5 — 25 °C B Teuenne

24 -48y.
Tabmana 4.
TTokasaTeNnn KH3HECOCOGHOCTH MEKPOOPraHH3MOB H IpHGOB
B XHAKOH TPAHCNIOPTHOM cpeae JliMca MeaRIMHECKOrO manems XTC-O
Konmgecteo | Komugectso | Kommgectso

KYALTYpH KyIbTYpH | KyAbTYpH

Tectupyemsie T::mepa‘rypa TECT-IITAMMOB T€CT- TecT-
IITAMMBI pa(fce )mm B HaYaIbHEIH INTAMMOB INTAMMOB
MOMEHT gepe3 24 9 yepes 48 4

BpeMenn (%) (%) (%)
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Escherichia col 20-25 100 85 80
ATCC 25922

5-8 100 70 65
Staphylococcus aureus 20-25 100 80 75
ATCC 25923

5-8 100 65 55
Streptococcus
pneumoniae 20-25 100 15 10
ATCC 49619

5-8 100 10 0
Candida albicans
ATCC 24433 20-25 100 90 80

5-8 100 85 80

10. YTUNN3ALUNA

OTtxofpbl, obpasyrowmecsa nocne ucnonb3oBaHUa XXTC-3, oTHocATCA K Knaccy b u
YTUAN3NPYyoTCca B cooTBeTcTBUM ¢ CaHllMuH 2.1.7.2790-10.

Mocne 3aBeplleHusi paboTbl NPOGUPKM C TPaAHCMOPTHLIMW Cpefamun, Ccoaepkalue
obpasubl OGMONMOrMYECKOro marepuana, HaxOAMBLUMECA C HUMW B KOHTaKTe peareHTbl W
NHCTPYMEHTbI, Ae3NH(ULMPYIOT pacTBopamun 6 % nepekuncu Bogopoaa, 70% aTniosoro cnvpra
nnu 3 % xnopamnHa b B cootsetcTBuu ¢ CI1 1.3.2322-08.

[na o6es3apaxnsaHna n/unm 06e3BpeXxkrBaHns 0TXOLOB B COOTBETCTBUM ¢ MY 287-113
or 30 pgekabps 1998 roga MOXHO WCMOMb30BaTb 3apPErMCTPUMPOBaHHbIE B POCCMICKONA
Pepfepaunn e3vHpEKLNOHHbIE CpeAcTBa U 060py0BaHMe B COOTBETCTBMM C UHCTPYKLMAMM MO
NX NMPUMEHEHNIO.

Mocne 06e33apaXkMBaHNA MHCTPYMEHTbl He OAHOPA30BOro UCMO/b30BaHWA NoABepraroT
MOiKe (B 3aBMCMMOCTW OT Tuna matepuana). IHCTpyMeHTbl 1 matepuanbl 41s O4HOPa30BOro
1CMo/b30BaHNA COOMpaloT B OLHOPA30BYHO YMakoBKY (B 3aBUCUMOCTM OT MOPO/IOrMYecKoro
coCTaBa OTXOAOB) XXeNTOro LBeTa WUAnM UMELOLLME XKENTYH0 MapKUPOBKY. IMpy OKOHYaTeNbHOM
ynakoBKe OTXO0L0B AN yAaneHus X 13 nogpasgeneHns (opraHmsauumn) o4HOpasoBble eMKOCTU
(nakeTbl, 6aKK) ¢ OTX0AaMM MapKUPYHOTCA COOTBETCTBYHOLLMM 06pa3oM.

[Janee eMKOCTV NepemeLLaroT Ha y4acToK Mo obpaLLeHnto ¢ 0TX0o4amMu UK B MOMeLLEHVe
AN BPEMEHHOr0 XpaHeHWs MeAMUMHCKMX OTXOZOB Kracca b [0 nocnegyrollero BbiBO3a
TPaHCNOPTOM Creumanm3MpoBaHHbIX OpraHn3aLmin K MecTy 06e33apaxxmBaHns/06e3BpeXnBaHuS.

ObpauleHe € MegUUMHCKUMKU  OTXOAamu CreflyeT BbINOMHATL COrMIACHO  CXEMe,
NPUHATOM B  KOHKPETHOM oOpraHmsauuu, OCYLLECTBMAIOWEN MeAuUMHCKYID ©n  (Mn)

(hapMaLieBTUYECKYIO [AesTeNbHOCTb. [laHHas cxema paspabaTbiBaeTcsi B COOTBETCTBUM C
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Tpe6oBaHMSIMM  BbllLEYKa3aHHbIX CaHUTApHbIX MNpPaBUN W YTBEPXKAAETCA PYKOBOAMTENEM

opraHmsauuu.

11. YCNoBUNA XPAHEHWA, TPAHCITOPTVPOBAHUNA N SKCIJTYATAUNN

11.1 XpaHeHwue

Komnnektbl XKTC-3-1 n XXTC-3-2 cnefyet xpaHuTb B cooTBeTcTBumM ¢ FOCT 15150-69
npu Temnepatype oT 5°C g0 25°C M OTHOCUTE/ILHOW BRAaXHOCTU A0 80%. XpaHeHue
MeLVLMHCKOr0o 13aenuna y notpebutens LO/MKHO OCYLLECTBNATLCA B YNakOBKe M3roTOBUTENS B
3aKpbITbIX CKNagax, 3anulieHHbIX OT aTMOCHepHbIX O0CaAKOB W MMOYBEHHOW Bnarn, Ha
paccTosiHAM He MeHee 1M OT UCTOYHWMKOB Tenna.

11.2 TpaHcnopTupoBaHue

KomMniekTbl MeAULMHCKOrO U3Aenuns pasinyHbiX BapuaHTOB UCMOMHEHNS, YNaKOBaHHbIe
B TPaHCMNOPTHYK Tapy, TPaHCMOPTUPYIOT BCEMWU BUAAMU KPbITbIX TPAHCMOPTHLIX CPEACTB C
Co6MI0AeHNEM MPefOCTOPOXHOCTEN, YKa3aHHbIX Ha TPaAHCMOPTHOW Tape U B COOTBETCTBUM C
npaswnamMy NepeBo3kn rpy3os, AeNCTBYIOWMMI Ha TPAHCTNOPTE KaXKAoro BMza.

KomnnekTbl MeAMUMHCKOTO W3Aenus cnefyet TPaHCNOpPTMPOBaTb B COOTBETCTBUM C
FOCT 15150-69 npwu TemnepaType 0T 510 25 °C 1 OTHOCUTENbHOM BNaXKHOCTK A0 85 %.

11.3 CpokK rogHocTu

MpeanpusaTUe-n3roToBUTEIb rapaHTUPYeT COOTBETCTBME XWUAKOW TPaHCMOPTHOW cpeabl
dimca npu COOGNIOLEHUM  YCNOBUIA  TPAHCMOPTMPOBAHUSA, XpaHeHWs U NPUMEHEHNS
TEXHUYECKUMM YC/IOBUAMM.

"apaHTUIHBIA CPOK roAHOCTM cocTaBnseT 1rog ¢ aatbl yTBEpKAeHMs OBTK 1 yKasaH Ha

aTukeTke XXTC-3. o ucteyeHmm cpoka rogHocTn XKTC-3 NCNONb30BaHNIO He MOLNEXUT.

12. PEKJTAMALIA
Mo Bornpocam, Kacawowmmes kKadectBa XXTC-3, cnefyeT obpawjatbCs K MpeanpusTuio-
n3rotoButento: defepanibHoe OHOMKETHOE YyupexieHue Hayku «Hay4yHO-uccrefoBaTebCKui
WNHCTUTYT 3NUAEMUONIOrMM U MUKpoburonorum mum. MNMactepa (PEYH HANIM umeHmn Mactepa)»
no agpecy: 197101, CankT-IMeTepbypr, yn. Mupa, 14, Ten/dakc: (812) 233 17 03, TenedoH:
(812) 325 27 10, e-mail: pasteurdnt@yandex.ru, http://www.dntpasteur.ru.
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