IIpunoxxenue 7

TEXHUYECKAA CHELTU®UKALIUA

Jlom Nel

Ilpobupka 7 ma. c moouguuyuposannoit numamenvnoil cpedoit Muoonopyk c pnyopecyenmmusim
demexmopom - BD BACTEC™ MGIT™ 960- Tubes 7 ml.
K baxmepuonozuueckomy ananuzamopy “ BACTEC™ MGIT™ 960”

Ipoussooumens: Becton Dickinson and Company, CIIIA

HNCIOJIb30BAHUE

WnpnkaropHas npoOupka JUis BBIpalMBaHUST MUKoOakrepuil TyOepkynesa BBL™ MGIT™, nomomHeHHas
pocroBoii nodaBkoit BACTEC™ MGIT™ Growth Supplement u antuOuoruyeckoit cmecbto BBL™ MGIT™
PANTA™ Antibiotic Mixture, npenHasHaueHa Ui BBIABJACHWS W BBIICICHHS MHKOOAKTEPHUH TPH TTOMOIIA
cucremsl BACTEC™ MGIT™ 960. J[onycrumbeie THNBI 1pod — OuWonorndeckn oOpabOTaHHBIE WU
JeKOHTAMUHUPOBAaHHBIE KIMHUYECKHE 00pasipl (32 HCKIIOUYEHWEM MOYH), a TaKKe CTEPHIbHBIC >KUAIKOCTH
opraHn3ma (3a UCKIIOUeHHEM KPOBH).

OBUHIEE OITUCAHUE

WunukaTopHas mnpoOMpKa Juis BbIpalliMBaHus MuKoOakTepuii TyOepkynesa MGIT comepxur 7 wmi
MOM(HUIIMPOBAHHONW OYyJIbOHHOW OcHOBBI Munopyka 7H9. Ota cpena, mormonHeHHas 000raTUTEIbHON 100aBKOM
OADC u antubmnoruueckoir cmecbio PANTA, sBiIsIeTCs OHOM M3 CaMbIX HIHPOKO HMCIIOIB3YEMBIX KHIKHX CPEI
JUTSL BBIPALIMBAHUST MUKOOAKTEPHIA.

Bce Tumbl KiIMHUYECKMX 00Opa3iloB - Kak JITOYHBIE, TaK M BHEJIETOYHbIC (38 HCKIFOUCHHWEM KPOBU U MOYH) -
JOJDKHBI [TOJBEpraThCst 00pabOTKe B MLENSIX IMEPBHYHOrO BbiaeneHus B mnpooupke MGIT ¢ ucrnonb3oBaHueM
crenuaabHoro Meroma. OOpabOoTaHHBIM oOpasel; 3aceBaercs B mnpooupky MGIT, momemiaemyro B CHCTEMY
BACTEC™ MGIT™ 960, mjasi mOCTOSHHOTO MOHHUTOPHHIA IO MOJYYEHHUS IOJOKUTEIBHOTO pe3ysbrara JH00
OKOHYAHUSI TPOTOKOJIA UCCIIEIOBAHNSI.

INPUHLUIIBI ITIPOLEAYPbI

Ha gnro mpobupok pasmepom 16 x 100 MM ¢ KpyTIIBIM JHOM, B CHJIMKOH, TIOMeEIIaeTcsi PIryopeciieHTHBIN AaTYHK.
OH dYyBCTBHUTENEH K MPHCYTCTBHIO KHCIOPOAA, pacTBOpeHHoro B OympboHe. CHagama Oonblive 00BEMBI
PAacTBOPEHHOI'0 KUCIIOPOAA TacAT CBEUEHHE NAaT4MKa, MO3ToMY (uIyopecleHIUs [IOYTH He 3aMeTHa. B mpomecce
pOCTa U Pa3MHOXKEHMS, aKTUBHO BIIIAIINE MUKPOOPTraHU3MBI ITOTJIOIAIOT KUCIOPO, UTO MO3BOJISET ONPENeTUTh
(hayopeceHnuro.

[Ipobupku, momemennsie B mpudbop BACTEC™ MGIT™ 960, momsepratoTcsi HEMPEpPHIBHON WHKYyOAllUW IIPH
37°C, mpm sToM Kaxasle 60 MHHYT OCYIIECTBIISIETCS MOHHUTOPHHI HapacTaHUs (IIyopecleHIuu. AHaInu3
(IIyopeceHIMN UCIONb3YEeTCsl Ul ONpeneeHusl NpuOOpoM MPOOMPKU KakK MOJOKUTEIbHON, T.€. COAEPKHUT JH
TECTHPYEMBIi 0Opa3el] *Ku3HecIocoOHbIe opraHu3Mel. [Ipobupka, ompenenseMas mpruOOPOM Kak MOJIOKHTETbHAS,
conepxut okorno 10° — 10° komorneoGpasyromux exuann Ha Ma cpeasl (KOE/vi). TIpobupku ¢ KyisTypamy,
KOTOpBIE COXPaHSIOT OTPUIATENBHBIA pe3ynbTaT Kak MuHHMYM 42 nHa (1o 56 nHei) W KoTOphle HE
JIEMOHCTPUPYIOT HUKaKUX BUIUMBIX MPU3HAKOB POCTa, U3BJIEKAIOT U3 MPHOOpa KaK OTPULATENbHbIE PE3yIbTaThl U
CTEPHIIM3YIOT Iepe]] yTHIH3alueH.

PEATEHTBI

WnpnkatopHas npoOupka Ui BbIpalIMBaHUS MHKoOakTepuil TyOepkyiaesa BBL™ MGIT™ copepxur 110 pl
¢yopecueHTHOrO MHAMKaTOpa u 7 M OynboHa. Mugukarop comepxkut tpuc 4, 7-mudenun-1, 10-penantponun
MEeHTAaruapaT XJIOpHAa PyTEHHs B CHIIMKOHOBOHM ocHoBe. [IpoOupku 3amomnusitor 1o kpaes 10% pactsopom CO:2 u
3aKpBIBAIOT MOJIUIPOITUICHOBBIMU KPBIILIKAMH.



Xpanenue pearentoB: VHankaTtopHas nmpoOHpKa AJsS BhIpallMBaHUs MHKoOakTepuil TyOepkynesa BBL MGIT:
nocie nomydeHust xpanuthb mpu 2 — 25°C. HE 3AMOPAXUBATD. Cectn kK MUHUMYMY BO3ACHCTBHE COTHEYHOT O
cBera. Bynbon nomken ObITh MPO3payHbIM U OecliBeTHBIM. He ncnonbp30BaTh Mpu NOMYTHEHUH.

CpOK IrOAHOCTH: 18 MECALECB C MOMCHTA U3IOTOBJICHM . I[aTy OKOHYaHHA CpOKa rOAHOCTHU CMOTPETh HAa YIIAKOBKE.

NMEPEYEHDBb TOBAPOB JIJI5s1 IIOCTABKH
Ne Hanmenosanue

245122 [Ipobupka 7 M. ¢ MOTUGUIHPOBAHHON MUTATENBHON cpeoii MuopyK ¢
¢dnyopecrientasM aerektopom -BD BACTEC™ MGIT™ 960- Tubes 7 ml.

Jlom No2

Habop peazenmos 01 onpedenenus Mmukodaxmepuii myoepkynesa
- BACTEC™ MGIT™ 960 Supplement Kit
K 6axkmepuonozuueckomy ananuszamopy “ BACTEC™ MGIT™ 960” ¢ komnaexme

Ipoussooumens: Becton Dickinson and Company, CIII4

OBUIEE OIIUCAHHUE

HobGasnsercss B kaxayto mpooupky BD MGIT u comepkut BemecTBa, HEOOXOAMMBIC UISI MaKCHMAaJbHO
OBICTPOrO pocTa MUKOOAKTEPHI M TIOAABIEHUSI POCTa MEMIAIoNIel OakTepHaIbHOW (IIOPHI MPH MPOBEICHUH
ananm3a Ha npubdopax BD BACTEC™ MGIT™ 960 u BD BACTEC™ MGIT™ 320.

B mabop BXoauT 2 THIIA pEarcHTOB:
BACTEC MGIT Growth Supplement — oboratuTenapHas 100aBKa IS YIIYUIIEHHS POCTa MUKOOAKTEPHIA.
Penientypa Ha JIUTp OYMIIIEHHOW BOJIBI:

ANbOYMHH OBIYHI CHIBOPOTOYHBIH. ........... 50,0r
Katamasza.......cooovvvvieeiiiiieeeee e 0,03r
JICKCTPOBA. ettt 20,0r
OJIENHOBAS KHCHOT . ....uvvvveeeeeiireeeeeeeesnrnnenss 0,1r
[Momokcwatunercreapar (ITO2C)................ ILIr

MGIT PANTA Antibiotic Mixture — nuoduan3oBaHHas CMeCh aHTHMHUKPOOHBIX TIPEMapaToB I MOAaBICHUS
pocTta GakTepranbHOU (IIOPHI, comep KaIeics B oopasiie.
Pententypa Ha ¢axoH:

TTOMUMUKCHH B, 6000 equHuIL
AMOOTEPHUITHH b.....oovveeiiiiii e, 600 MkT
HanmmarKcoBast KHCIOTA.....u.vvveeeeeeeeeeeeeneennnn.. 2400 MKT
TPHUMETOIPHM. ...c.eveiriieiiieeiieeniieeneie et siieenns 600 MKr
ABTTOIMIIIIH. ..o eeeeeeeeee e ee e eeeeaeeeeeeeeeeanes 600 Mkr

B cocraB Habopa Bxomut: 6 ¢makonoB mo 15 mn BACTEC MGIT Growth Supplement n 6 ¢nakoHOB co
CMecChl0 JIMO(MIN30BaHHBIX AaHTUMUKPOOHBIX mnpernapatoB MGIT PANTA Antibiotic Mixture. HaGop
pacuutal Ha nposeneHue 100 TecTos.

VYkazanus no xpanenuto: BACTEC MGIT Growth Supplement nocine monyueHust XxpaHuTh B TEMHOTE, [TPU
temneparype 2-8°C. M30eratp 3amopakuBaHus WiH 1eperpeBa. CBecTH K MHHUMYMY BO3JEHCTBHE
coiHeuHOro cBera. OTKpBIBATh HEMOCPEACTBEHHO TEPe] HCIONb30BaHUEM.

MGIT PANTA Antibiotic Mixture mocine mnomydenus xpanutb npu Ttemneparype 2-8°C. Tlocie
npurotoBieHus pactsopa cMecb PANTA HeoOXxoauMo XpaHUTH mpu Temiiepatype 2-8°C u MCIoibp30BaTh B
Te4eHue 5 JHEN.

Cpok rogHocru: 18 mecsiieB ¢ MOMEHTa M3roToBieHHUs. JlaTy OKOHUYaHHsI CpPOKa T'OIHOCTH CMOTPETh Ha
yTIaKOBKE.



NEPEYEHDB TOBAPOB JIJIS1 TIOCTABKH
No Hanmenosanue

245124 Ha60p peareHTOB IS ONPENCICHUS MUKOOAKTEPUI TyOepKyJie3a
- BACTEC™ MGIT™ 960 Supplement Kit: 6 ¢makonos mo 15 man BACTEC
MGIT Growth Supplement u 6 dpaakonos MGIT PANTA Antibiotic Mixture

Jlom No 3

Habop peazenmoe 0na onpeoenenus pe3ucmenmHoCmu MUKodaKmepuil myoepkynesa
K nupasunamudy - BD BACTEC™ MGIT™ 960-PZA Medium
K 6axmepuonozuueckomy ananuzamopy “BD BACTEC™ MGIT™ 960~

Ipoussooumens: Becton Dickinson and Company, CIII4

HabGop  peareHToB il WcClenoBaHWs — 4yBcTBUTENbHOocTH  Mycobacterium  tuberculosis  «
MPOTHBOMHUKODAKTEPHAITLHBIM ITPENapaTaM ¢ XHUAKOW nmurarenbhoi cpemoit PZA Medium moxmepsxuBatorieit
POCT ¥ OOHApYKEHHE MUKOOAKTEPHIA.

HA3HAYEHMUE

XKumkas mmratensHas cpenra BD BACTEC™ MGIT™ 960-PZA Medium mpuMmeHsieTcs B METOIHKE
KaueCTBEHHOTO DJKCIIpecc-aHali3a Ui TeCTHpoBaHMS uyBcTBHTEnsHOCTH Mycobacterium tuberculosis,
BBIZIEIEHHBIX M3 KYyJIbTYpHI, K mupasuHamuny (PZA). Cpeny BBL MGIT 960 PZA Medium wucrons3yrorcst ¢
cucremoit BACTEC MGIT 960 System.

KPATKHWI OB30P U OIIMCAHUE

Cucrema BACTEC MGIT 960 B coueranuu ¢ Habopom BACTEC MGIT 960 PZA npencrasisier codoit MeTos
OllpeNeNeHnss  IPOTHBOMHUKOOAKTEpHANFHOW  YyBCTBHUTENbHOCTH K  PZA  0e3  HWCIONB30BaHHA
paauoOMETPUUYECKUX U3MEPEHUM.

INPUHIOUIIBI METOJANKHN

Cpena BACTEC MGIT 960 PZA Medium mpezcTasisier coboii mpoOHPKy ¢ MOAUDUIIMPOBAHHBIM OYITOHOM
Mugmnbpyka 7H9, koTopsIil momnepKUBaeT pocT U 0OHApYKEHe MUKOOAKTepHil IIPH MOHMKEHHOM 3HAYSHHUH
pH, paBaoMm 5,9. B cunmkon Ha e npobupku co cpemoit BACTEC MGIT 960 PZA Medium 16 x 100 mm ¢
3aKpYIJIEHHBIM JTHOM BBeJeH (DIyopecleHTHBIH KOMIOHEHT. DiryopeciieHTHBIH KOMIIOHEHT YyBCTBHUTEIECH K
MPUCYTCTBHIO KHCIIOPOJA, PACTBOPEHHOrO B OyiboHE. McXoIHash KOHLEHTpAIHs PacTBOPEHHOI'O KHCIOPOJa
racUT W3IIydeHHe TOr0 BEIIECTBA, W OOHApYXMBAeTCs JHIIb HeOombmas (iayopecueHuus. B nambHednem
aKTHBHO pacTyIIHMe ¥ [bIIIAllfe MHUKPOOPTaHU3MBI IMOTPEONSIOT KHCIOPOXM, YTO MO3BOJSET HAOIIOIATh
(ITyOopecIeHITNIO BEIIEeCTBa.

Tect ocHOBaH Ha cpaBHEHHH pocTa u3oisita M. tuberculosis B mpoOupke ¢ JekapcTBEHHBIM IIpPEHapaToM U B
npobupke 0e3 JekapcTBeHHOTro npenapara (koHTpoins pocta, KP). [Ipudop BACTEC MGIT 960 menpepsiBHO
KOHTPOJIHMPYET NPOOHPKH, OOHAPYKUBasl yBeNn4eHHEe (IIyopeclieHINH. AHAIN3 U CpaBHEHNE (IIyOpeCIeHIH
B TIPOOMpKE, KOTOpasi COJACPIKUT JIEKAPCTBEHHBIH Nperapar, U B MpoOHpKe, MpeJHa3HAYeHHON JJIsi KOHTPOJIS
pocTa, UCTIONB3YIOTCS IPHOOPOM TSI ONIPEICIICHNST 9y BCTBUTEIBHOCTH.

[Mpubop BACTEC MGIT 960 aBTOMaTHuUecKH HHTEPIPETHPYET Pe3yJIbTaThl OmpeneieHuss U (UKCHPYeT
PE3yIbTaT «4yBCTBUTEIBHBIN WU «YCTOWYUBBIN.

PEAT'EHTbBI
[Tpobupka co cpenoit BACTEC MGIT 960 PZA Medium coxepxut 110 MK TyOpeceHTHOrO HHUKATOpa U

7 mn Oymbona PZA. Wnpmkatop comepxkut tpuc (4,7-mudennn-1,10-penanTponuy ) pyTeHHH XJIOpH[
MEHTarupaT B CHIMKOHOBOI OCHOBE.



[IpoOupku 3aKpBITH TOJIUIPONUICHOBBIMU KpbIIKaMu. 3HadeHue pH nosexeHo 1o 5,9.

XpaHeHHe H BOCCTAHOBJICHHE PEAreHTOB:

[Mpobupku co cpenoit BBL MGIT 960 PZA Medium: mocie nonyuenus: xpanure rnpu temnepatype 2 — 25 °C.
HE 3AMOPAXUVBAWTE. BynboH nomkeH GbITh IIPO3paunbIM U GeclBeTHRIM. He Hcnonb3yiite 6ymboH, ecrn
OH MyTHbIA. CBeMTe K MUHUMYMY BO3JelicTBUe cBeTa. [IpoOupku, XpaHUBIIMECS Tepe UCTOIb30BaHUEM B
COOTBETCTBHH C MAPKUPOBKOM, MOXKHO 3aCEBATH 10 NAaThl OKOHYAHUS CPOKA T'OJHOCTH.

Cpox romnocTu: 18 mecseB ¢ MOMeHTa M3roToBieHHs. JlaTy OKOHYaHHS CpOKa T'OJAHOCTH CMOTpETh Ha
yIIaKOBKeE.

MNPEAYIIPEXJIEHUS 1 MEPBI ITPEIOCTOPOXKHOCTH: [{51st TMarHOCTHYECKOTO UCIONb30BAHUS iN
vitro.

METOJUKA

BD BACTEC™ MGIT™ 960-PZA Medium (25 npoGupok B KOpoOKe), JONONTHATENbHAS INTATEIbHAS CPe/a,
peareHThl, KyJbTypbl MUKPOOPTaHU3MOB ISl KOHTPOJIS Ka4eCcTBa U JIabopaTopHOE 000py10BaHHE.

HEPEYEHb TOBAPOB JIUIs IOCTABKHA

Ne HaumenoBanue

245115 HaGop peareHToB ajis onpee/ieHusl Pe3MCTEHTHOCTH MUKOOAKTepHil TyOepKyJie3a
K mupasuHamuny - BD BACTEC™ MGIT™ 960-PZA Medium, kopobxa ¢ 25 npo6upkamu
mno 7 mi.

Jlom Ned

Habop peazenmos 0na onpeoesienusa uyecmeumeabHoCmu MUKodaxmepuii myoepkynesa
K nupazunamudy - BD BACTEC™ MGIT™ 960-PZA Kit
K 6axmepuonozuueckomy ananuszamopy “ BD BACTEC™ MGIT™ 960” ¢ komnnexme

IIpouseooumens: Becton Dickinson and Company, CIIIA

HaGop pearenToB misi ompeneneHuss Pe3MCTEHTHOCTH MHUKOOakTepuid TyOepkyne3a K mupasuHamunay «BD
BACTEC™ MGIT™ 960-PZA Kit» (st uccnenoBanusi uyBcTBuTeapHOoCcTH Mycobacterium tuberculosis
MIPOTUBOMHUKOOAKTEPHAITBHEIM MPETapaTam)

HA3ZHAYEHUE

Ha6op BD BACTEC™ MGIT™ 960-PZA Kit npumeHsieTcss B METOJMKE KaueCTBEHHOI'O 3KCIPECcC-aHaIn3a
JUISL  TEeCTHpOBaHHs dyBCTBHTEIbHOCTH Mycobacterium tuberculosis, BbimeldeHHBIX |3 KyJIbTYpBI, K
nmupasunamuay (PZA). Habop BACTEC MGIT 960 PZA Kit ucnions3yrotcest ¢ cucremoit BACTEC MGIT 960
System.

KPATKHWI OB30P U OITUCAHUE

Cucrema BACTEC MGIT 960 B coueranuu ¢ Habopom BACTEC MGIT 960 PZA mipencrasisier coboit MmeTosn
ONpeNeNeHns]  NMPOTHBOMUKOOAKTEpHANbHOW  YyBCTBHTENBbHOCTH Kk  PZA  0e3  HMcHonb30BaHUS
pamnomerpuyeckux usmepenuii. Habop BACTEC MGIT 960 PZA Kit mo3BoJIsieT BBIOIHATh TECTUPOBAHHE
YyBCTBHUTEIFHOCTH NP KOHLIEHTpauuyu nupasuHamuaal 00 Mxr/mi.

NPUHIOUIIBI METOJAUKHN

Ha6op BACTEC MGIT 960 PZA Kit mpexncrasisier co00i KaueCTBEHHBIN TECT, BBINOIHIEMBIH B TedeHue 4 —
17 nueit.



Cpena BACTEC MGIT 960 PZA Supplement mpezncraBinsier co0oifi npoOHMPKY ¢ MOAMGMUIIMPOBAHHBIM
OynmpoHoM Mumnopyka 7H9, koropelii mojnep:KuBaeT pOCT M OOHApYKEHHE MHUKOOAKTepHHd TIpH
MOHMKEHHOM 3HadeHuH PH, paBaoMm 5,9. B cunukoH Ha ane mpodupku co cpenoit BACTEC MGIT 960 PZA
Medium 16 x 100 MM ¢ 3aKpyIJCHHBIM IHOM BBEICH (IIyOPECICHTHBIH KOMIOHEHT. DiyopecieHTHBII
KOMITOHEHT YyBCTBHUTENEH K MPUCYTCTBUIO KHCIOPOJA, PACTBOPEHHOTO B OynboHE. McxoaHas KOHIEHTpaLus
PacTBOPEHHOI'0 KHCIOpOJa TacUT H3IyYeHHE 3TOr0 BEIIEeCTBa, W OOHApY)KMBAeTcs JWMIb HeOoJbIIas
¢dyopecuenuus. B nanpHeliniem akTUBHO pacTyliue M AbIIIALIHNE MHKPOOPTaHU3MBI OTPEONIAIOT KUCIOPO/,
YTO T03BOJISIET HAOMIOaTh (PIIyOPECIICHIIMIO BEIIECTRA.

Tect ocHoBaH Ha cpaBHeHHH pocta u3ossta M. tuberculosis B mpobupke ¢ jekapcTBEHHBIM MPEMapaToOM U B
npobupke 0e3 JiekapcTBeHHOTro npenapara (koHTpoib pocta, KP). [Tpudop BACTEC MGIT 960 HenpepbiBHO
KOHTPOJIHPYET MPOOUPKH, OOHAPYKUBAsl yBeIWYeHUE (IIyOpECICHIINN. AHAU3 U CpaBHEHUE (IIyOpeCcIeHIINH
B MpoOUpKe, KOTOpasi COMEPKUT JICKAaPCTBEHHBIH Mpenapat, U B MpoOHpKe, MpeJHa3HAUYCHHON Il KOHTPOJIS
POCTa, UCTIONB3YIOTCS MPHUOOPOM TSI ONIPEIeNCHNS YYBCTBUTEILHOCTH.

[Mpubop BACTEC MGIT 960 aBTomMaTHueckH HHTEPIPETHPYET pe3yibTaThl ONpeleleHus U (UKCHPYET
pE3YAbTAT «IYBCTBUTENBbHBIN UIIA «yCTOWUYUBBIN.

PEATEHTBI

Ha6op BACTEC MGIT 960 PZA Kit comepxur nBa diakoHa ¢ JHO(GUIN3APOBAHHBIM MUPA3UHAMHIOM U
1rectsb (rakoHOB ¢ gobaBkoit PZA Supplement .

ITpobupka co cpemoit BACTEC MGIT 960 PZA Medium comepsxut 110 MK TyOpeCEHTHOTO WHINKATOpaA U
7 mn Oyabona PZA. Wuaukatop comepxutr tpuc (4,7-mudennsn-1,10-benanTponun) pyTeHHH XJIOPHI
MEHTaruApaT B CUIMKOHOBOI OCHOBE.

[Ipobupky 3aKpbITHI MOIAMIPOITMICHOBBIMU KpBIIIKamMu. 3Hadenne pH moseneno no 5,9.

XpaHeHHe H BOCCTAHOBJICHHE PEareHToB:

[Mpobupku co cpenoit BBL MGIT 960 PZA Supplement: mociie nonyueHus: XpaHuTte mpH Temieparype 2 — 25
°C. HE BAMOPAXUBAWTE. BynboH m0mKeH ObITh IPO3padHbIM U OeciiBeTHbIM. He Hcmomnb3yiite GyIboH,
ecnmi OH MyTHbIH. CBemure K MHUHHUMyMY BosjeiictBue cBera. [IpoOMpKkH, XpaHUBIIHMECS Tepe]
WCTIOJIb30BAHHEM B COOTBETCTBHH C MAPKHPOBKOM, MOYHO 3aCEBATh JIO JaThl OKOHYAHUSI CPOKA TOHOCTH.
dnakoHsl ¢ jgekapcTBeHHbIME penaparamu BACTEC MGIT 960 PZA: nocie nmoiaydeHus XpaHUTe (hIaKoHbI
¢ JMOQHIM3UPOBAHHBIMM IpernaparaMu npu Temmepatype 2 — 8 °C. Ilocie BOCCTaHOBJICHHS PacTBOP
MIPOTHBOMUKPOOHOTO IMperapaTa MOKHO 3aMOPaKUBaTh U XpaHUTh mpu Temreparype -20 °C wiu Hike 110 6
MecsIleB, HO He JIONbIIe UCXOJHOTO CPOKa rofHOCTH. [locie pazMopa)KMBaHUsSI HCIONB3YHTE HEMEUICHHO.
Y Tunm3upynTe HeuCoab30BaHHBIE YACTH.

Cpox romnoctu: 18 mecsieB ¢ MoMeHTa M3roToBieHHUs. JlaTy OKOHYaHHS CpOKa TOAHOCTH CMOTPETh Ha
YIaKOBKe.

HNHceTpykuuu no npuMeHeHu1o:

BoccranoBute kaxaeiii (iaakon BACTEC MGIT 960 PZA ¢ nunoduau3UpoBaHHBIM JIEKAPCTBEHHBIM
IperapaToM MyTeM J00aBIIeHUs 2,5 MIJI CTEpUIHLHON AMCTUIUIMPOBAHHOW WIIM JIEMOHWU3WPOBAHHON BOJIBI IS
MIPUTOTOBJIEHUST UCXOHOTO pacTBopa ¢ KoHreHTpamnueid 8000 MKr/mit.

OPEAYIIPEXJIEHUSI 1 MEPBI ITPEJJOCTOPOKHOCTH: {1t THarHOCTHYECKOTO UCIOIB30BaHUS iN
vitro.

METOIHUKA

IMocrasisiembie Martepuaibl: Habop BACTEC MGIT 960 PZA Kit, comepxammii 1Ba (hiakoHa
IO UIM3UPOBAHHOrO Tpernapara U IecTh (uakoHoB mobaBku PZA Supplement (omauH HabGop mo3BoJsIET
BBITTOJIHATH OKOJI0 50 TECTOB).

HHEPEYEHDb TOBAPOB JIUIsI IOCTABKHA

Ne HanmenoBanue

245128 Habop pearentos [is1 onpezeneHus: 4yBCTBUTENLHOCTH MUKOOAaKTepuil TyOepKye3a
Kk mmpasuHamuay - BD BACTEC™ MGIT™ 960-PZA Kit. B xommiekre: MOpOIIOK
TMOQWIN3MPOBAHHOIO MpernapaTa mupasuHamug 2 ¢uakona mno 20 rp., pactBop PZA
Supplement 6 ¢akonoB 1o 15 mut.



Jlom No5

Haéop peazenmog 0n1s onpedenenus pe3aucmenmHocmu MuKoOaKmepuii myoepkyne3a K CIpenmomunyumy,
usonuasuoy, pugamnuny, smamoymony - BACTEC™ Mgit™ 960 SIRE Kit
K 6axmepuonozuueckomy ananuzamopy “ BACTEC™ MGIT™ 960 ¢ komnnexme

Ipoussooumens: Becton Dickinson and Company, CIIIA

OBLIEE OITMCAHHUE

Habop BACTEC™ Mgit™ 960 SIRE Kit — 3T0 ObICTpBIi Ka4yeCTBEHHBIH METOJ] /ISl TECTHPOBAHUS
gyyBcTBUTENBbHOCTH Mycobacterium tuberculosis u3 kynsTypsl k crpentomununy (STR), uzonunazumy (INH),
pudammuny (RIF) u stambyrony (EMB). Habop BACTEC™ MGIT™ 960 STR 4.0 u nabop BACTEC™
MGIT™ 960 INH 0.4 mpennasHauyeHbl ANl TECTHPOBAHUS IMPU BBHICOKUX KOHIEHTPAIUSX IPENapaTos.

HaGopsr ans tectupoBanust uyBctBuTenbHocTH BACTEC™ MGIT™ 960 HCIONb3yOTCS € CHCTEMOH
BACTEC™ MGIT™ 960.

Tecr BACTEC MGIT 960 SIRE 6but pa3paboTan ¢ KpPUTHYECKHMHU KOHIIGHTPAIMSIMH CTPENTOMHUIIMHA,
W30HMA3Wa, prudaMnrHa U 3TamOyTONa, KOTOpble HEHAMHOTO MEHBIIE KPUTHYECKHX KOHIIEHTpAIMH 10
meroauke MII Bo n30ekaHNEe TOKHOW TyBCTBUTEITHHOCTH.

Ha6op BACTEC MGIT 960 SIRE sBasiercss KaueCTBEHHBIM TECTOM JJIMTEIbHOCTBIO 4 — 13 nmueit. Tect
ocHOBaH Ha pocte u3oisita M. tuberculosis B mpobGupke, copepikaliei mpernapar, B CpaBHSHUH ¢ TPOOUPKOIA,
He coaepxaiieii mpenapata (Kontpons pocta). I[Ipubop BACTEC MGIT 960 BrinonHsAET HEMPePbIBHBII
MOHUTOPHHT MPOOHPOK Ha yBenndeHue Quyopecuentmn. [Ipnbop aHamuzupyeT QiryopecieHInuo B IpoOHpKe,
cozeprkaieit JIeKapCTBEHHBIN Iperapat, 0 CpaBHEHHIO ¢ (ryopecneHnueid mpobupku ¢ KonTponem pocra,
JUISL ONIPE/ICITICHUS Pe3yIbTaTOB YYBCTBUTEILHOCTH.

I[Ipudop BACTEC MGIT 960 aBTOMaThyeckKH HHTEPIPETUPYET OTH PE3yJbTaThl W PETUCTPUPYET
«9YBCTBHUTEILHBIN JTHOO «PE3UCTEHTHBIN» PE3YIIbTAT.

PEATEHTBI

HaGop npegHasHayeH AnNsi onpeferneHvs 4yBCTBMTENBHOCTM MukobakTepum Tybepkynesa B
KynbType Ha CTPEnTOMUUMH Mopowok no 332 wr.-1dpn, u3oHuasug nopowok no33,2 mr.-1dn,
pudamnumH nopoLuok no 332 mr. -1¢n, atTamOyTon nopoLok no 1660 mr.-1don.

YnakoBka cogepxuT 4 nmodunnmanpoBaHHbix doriakoHa u 8 gobasku Sire Supplement.

XpaHeHHe H BOCCTAHOBJIEHHE PeareHTOB

@®nakonsl ¢ mpemapatamu BACTEC MGIT 960 SIRE: nocne momydenust xpanuts npu 2 — 8°C. Ilocie
BOCCTAQHOBIJICHHSI PACTBOPHI MPOTHBOTYOEPKYJIE3HBIX IPENapaToB MOXKHO 3aMOPaXMBATh M XPaHUTh NpH -
20°C u Oomee HHM3KOW TeMIepaType O IIEeCTH MECSAIEB, HE MPEBBIMIAas MCXOMHBIA Cpok rogHocTH. llocme
pa3MopaKMBaHUs UCTIOIb30BATh OAHOKPATHO. Y THIM3UPOBATH HEUCIIOIB30BAHHBIE TIOPIIHH.

Cpok roanocru: 18 mecsleB ¢ MOMEHTAa U3rOTOBJIEHUS. JaTy OKOHYaHUS CpOKa TOAHOCTH CMOTPETh Ha
YIIaKOBKE.

HNEPEYEHb TOBAPOB JJIs1 IOCTABKH
Ne HanmenoBanne
245123 HaGop peareHTOB [uisi oOmpeneneHus pPE3UCTEHTHOCTH MUKOOaKTepuil TyOepKyne3a K

CTPENTOMUIIMHY, U30HHA3H Ty, pudamiiuHy, 3TamOyToiry - Bactec™ Mgit™ 960 SIRE Kit -4
arouIM3NpoBaHHEIX (hiakoHa 1 8 ¢uiakoHoB q00aBku Sire Supplement.



Jlom No6

Habop peazenmoe 01 onpedenenus muxodaxmepuii myoeprynesa
BACTEC MGIT™ OADS Supplement for 2nd line DST
K 6axkmepuonozuueckomy ananuzamopy “Bactec™ MGIT ™ 960”

Ipoussooumens: Becton Dickinson and Company, CIIIA

OBHIEE OITUCAHHUE

JobGapnsercs B kaxayro npooupky BD MGIT u comepxutT BeliecTBa, HEOOXOMUMBIC JIi MaKCHMAaJIbHO
OBICTPOrO pocTa MUKOOAKTEpHI M TIOAABIEHUS POCTa MEIIAIONIeH OakTepHaIbHOW (IIOPHI MPH MPOBEICHUH
aHanmu3a Ha npubdopax BD BACTEC™ MGIT™ 960 u BD BACTEC™ MGIT™ 320.

BACTEC MGIT™ OADS — oboratuteibHas 100aBKa JUIs yIy4IICHUs POCTa MUKOOAKTEPHI.
PenenTtypa Ha IUTp OUUILIEHHOW BOJIBIL:

AJLOYMUH OBIYHN CHIBOPOTOUHBIH............. 50,0r
Katamasza.......cooovuveveiieicieeee e 0,031
JICKCTPOBA. et eeree et vae e e 20,0r
OJIEHHOBAS KHCHOTA. ....uvvvveeeeeeervereeeeeeennneenns 0,1r
[Momokcuatunercreapar (IT0O2C)................ ILIr

B cocraB Habopa Bxoaut: 6 ¢urakonos no 15 ma BACTEC MGIT™ OADS
XpaHeHHe peareHTOB: TIOC]IC TIOMyYCHHUS XpaHUTE B TeMHOTe mpu Temmeparype 2 — 8 °C. Uzberaiite
3aMOpakMBaHWs WM TeperpeBaHus. OTKpbIBaiiTe HEMOCPEACTBEHHO TMepesa Hcnonb3oBaHueM. CBemuTe K

MUHUMYMY BO3JIEHICTBHE CBETA.

Cpok roaHocTu: 18 MecsieB ¢ MOMEHTa W3rOTOBJICHUs. JlaTy OKOHYAHWsI CpPOKa TOMHOCTH CMOTPETh Ha
YITaKOBKE.

MNEPEYEHDB TOBAPOB JIJI51 TIOCTABKH
No HaumenoBanue

245116 Habop pearenToB miist onpeneneHns MUKOOAKTEpHil TyOepKye3a
- BACTEC MGIT™ OADS Supplement for 2nd line DST - 6 ¢akonoB o 15 mu

Jlom Ne7

Habop xanuépamopos BD BACTEC™ MGIT™ 960 — Calibrators Kit for 1 drawer
K 6axmepuonozuueckomy ananuzamopy “BD BACTEC™ MGIT™ 960”

Ipouseooumens: Becton Dickinson and Company, CIIIA

Ilpennaznavenue
Habop xanuOpoBounsix nmpobupok Calibrators Kit for 1 drawer npeanasHaueH aist KOHTPOJIsS KayecTBa
paboTbl  «IlOTHOCTBIO aBTOMATU3UPOBAHHOW CHCTEMBI IS JETEKIMM MHUKOOakTepuil TyOepkyie3a u

OIpeleIeHns JISKApCTBEHHON YYBCTBHUTENBHOCTH K MPOTUBOTYOepKyne3HsiM npenapatam «BACTEC MGIT
960».




Onucanme

Ha6op cocroutr u3 17 xaJnOpOBOYHBIX MPOOUPOK, MPEAHA3ZHAYCHHBIX JIJIS 3aMEHBI B OJIHOW CCKIIMH
cucreMbl. Kaxxmas xanmOpoBo4Hasi MpoOUpKa M3rOTOBJICHA U3 YIAPONPOHOrO IUIACTHKA, HAa JTHO MPOOUPKU
MOMeEIIeH (DIIyOPOXPOMHBIN HHJUKATOP CBEPXY IOKPBHITHI CHUIMKOHOM, CBEPXy Ha MPOOMPKY HABHHYCHA
KPBIIIKa U3 YEPHOT O TUIACTHUKA.

HpuHnun paéorsl

Bo Bpems mnpoxoxnenus Y®dD-ckaHepa IPOUCXOAUT CUMTHIBAHHME IIOKa3aHUM C TECTUPYEMBIX
npobupok. CpaBHUBAETCS CBEUEHHE (PIIyOPOXPOMHBIX WHAWKATOPOB TECTUPYEMBIX MPOOHPOK CO CBEUEHUEM
(ITyOpOXpOMHBIX UHAMKATOPOB KaJHMOPOBOYHBIX MPOOMPOK, €CIHM CBeueHHE (IIyOpPOXPOMHBIX HMHIUKATOPOB
TECTUPYEMBIX TPOOMPOK COBMAAAET CO CBEUEHUEM (DIIyOpOXPOMHBIX HHIMKATOPOB KaTMOPOBOYHBIX MPOOUPOK
TECT CUMTAeTCcd TOJOKHUTEIbHBIM, €CIM HeT, 10 MCTEYeHWU CpPOKa YCTAHOBJIEHHOTO IPOTOKOJIOM
WCCIJIEJIOBAHMUSI, TECT CUUTAETCS OTULIATENIbHBIM.

YcaoBus xpanenus
XpaHHTb B 3alMILIEHHOM OT CBETa MeCTe Ipu Temreparype +8 - +25 °C

CpoK roTHOCTH
CpoOK roJfHOCTH - 2 T0oJla C MOMEHTA U3roTOBJIeHU. [aTy OKOHUAHHUs CpOKa TOJIHOCTH CMOTPHU Ha
YITAKOBKE.

KoMIJIeKTHOCTh
17 mTyK B ynakoBKe

INEPEYEHDB TOBAPOB J1IJI5s1 IOCTABKHA
Ne Hanmenosanue

445871 Ha6op kanu6paropos BD BACTEC™ MGIT™ 960 — Calibrators Kit for 1 drawer

Jlom Ne8

Kapmpuoxnc Xpert® MTB/RIF 10 mecmoe IVD

Ilpouseooumens: Cepheid, CIIIA

Ilpennaznayenue
Tecr na nmammuue Mycobacteriumtuberculosis u ee pesucreHTHOCTH K puaMIUIKUHY B oOpasiax
MOKPOTBHI.

Onucanue
Kopobka comepxxut 6 ynakoBok. B 1 ymakoBke umeercst 10 KapTpumKei.



