IIpunoxxenue 7

TEXHUYECKAA CHELHTU®UKALIUA

Jlom Nel

IIpobupka 7 ma. ¢ moouguyuposannoit numamenvnoil cpedoit Muoonopyk c pnyopecyenmmusim
demexmopom - BD BACTEC™ MGIT™ 960- Tubes 7 ml.
Kk baxmepuonozuueckomy ananuzamopy “ BACTEC™ MGIT™ 960”

Ipoussooumens: Becton Dickinson and Company, CIII4

HCIIOJb30BAHUE

WNnpnkaropHas npoOupKa Juis BeIpaliMBaHus MUKoOakTepuii TyOepkyneza BBL™ MGIT™, nornonHeHHas pOCTOBON
nobaskoii BACTEC™ MGIT™ Growth Supplement u antubnorndeckoit cMecbto BBL™ MGIT™ PANTA™
Antibiotic Mixture, mpeaHasHadeHa JUIS BBIABICHUS W BBIICTEHWS MHKOOAKTEPHUH TIPH IOMOIIHM CHCTEMBI
BACTEC™ MGIT™ 960. JonycTumblie TUIBI IPOO — OWOJIOrHYecKn oOpabOTaHHBIE M JICKOHTAMHUHUPOBAHHBIC
KIIMHAYECKHUE 00pa3Ilbl (32 UCKIIOYCHHEM MOYH), a TAKKE CTEPHIIBHBIC KHIKOCTH OpTaHW3Ma (3a WCKIIOUYCHHEM
KpOBH).

OBUHIEE OITUCAHUE

WunukaTopHas mnpoOMpka Juis BbIpalliMBaHus MuKoOakTepuit TyOepkynesa MGIT comepxur 7 wmi
MOM(HUIIMPOBAHHONW OYyJIBOHHOW OcHOBBI Munopyka 7H9. Ota cpena, mormonHeHHas 000raTHUTEIbHON J100aBKOM
OADC u antubmnorrueckoit cmecbio PANTA, siBIsieTcss OHOM U3 CaMbIX IIIMPOKO HCIIOJIb3YEMBIX JKHIKAX CPEI IS
BBIpAIIMBAHUS MUKOOAKTEPHUH.

Bce Tunsl KIIMHUYECKHX 00pas3IloB - KaK JIETOYHBIE, TAK M BHEJIETOYHBIE (32 UCKITFOUEHHEM KPOBU M MOYH ) - JTOJKHBI
MOJIBEPraThcsi 00pabOTKe B LENSIX MEPBUYHOIO BbiaeicHUs B nmpobdupke MGIT ¢ UCMONb30BaHUEM CIIEHHAIBHOTO
Meroqa. O6paboranHbIi 0Opa3el 3aceBaercs B npooupky MGIT, momemaemyro B cucremy BACTEC™ MGIT™
960, ms MOCTOSHHOTO MOHHUTOPWHTA JO TONYYCHHS TIOJIOXKHUTEIBHOTO Pe3yibTaTa MO0 OKOHYAHHS ITPOTOKOIA
HCCIICIOBaHMUS.

INPUHLUIIBI ITPOLELYPbI

Ha mgrO mpo6upox pasmepom 16 x 100 MM ¢ KPYTIIBIM THOM, B CHIIFIKOH, TIOMeIaeTcs (PIryopecieHTHbIH natank. OH
YyBCTBUTENEH K MPUCYTCTBUIO KUCIOPO/a, PACTBOPEHHOTO B OynboHe. CHavama Oonbiiie 00beMbl PaCTBOPEHHOTO
KHACIOpOJa TaciT CBEYEHHE AAaT4YMKa, MOITOMY (UIyopecleHLusl I[OYTH HE 3aMerHa. B mpomecce pocra u
pPa3sMHOXKEHHsI, AKTHBHO JblIIAIIME€ MHUKPOOPTaHU3MbI IIOIVIOLIAIOT KHCIOPOXA, YTO IO3BOJISAET OIpPENeTuTh
(hayopeceHnuro.

[Ipobupku, momemenusie B ipudbop BACTEC™ MGIT™ 960, moxBeprarotcst HenpepbIBHON WHKYyOaruu mpu 37°C,
U 3TOM Kaxkable 60 MUHYT OCYIIECTBIISIETCS MOHUTOPHHT HapacTaHus (uryopecieHIuu. AHanu3 (IyopeceH N
UCIOJIB3YETCSl Al OompeneNieHusl MpuOOpoM MPOOUPKH KaK IOJOXKHUTEIbHOH, T.€. COHEPKUT JIM TECTUPYEMBIH
o0paserr xxu3HecrocoOHbIe oprann3Mbl. [[pobupka, onpenensemas mpruOOPOM KaK MOJIOKHUTENbHAs, COAEPIKUT OKOIIO
10° — 10° xomonneo6pasyromux eaunun Ha M cpersl (KOE/Mi). TIpobupku ¢ KylbTypaMH, KOTOPEIE COXPAHSIOT
OTPHIIATENBbHBIN Pe3yNIbTaT KaKk MUHUMYM 42 mHA (10 56 mAHEH) M KOTOpbIe HE IEMOHCTPUPYIOT HUKAKHX BUIMMBIX
MIPU3HAKOB POCTA, U3BJIEKAIOT U3 MIPHOOpa KaK OTPHLATEIbHbIE PE3YIbTAThl U CTEPUIM3YIOT NEpe]] YTUIN3aLUeH.

PEATEHTBI

WnpnkatopHas mpoOupka Ui BbIpalIMBaHUs MHKoOakTepuil TyOepkynesa BBL™ MGIT™ copepxur 110 pl
(bayopeceHTHOrO MHAMKAaTOpa U 7 Ml OynboHa. MHamkaTop comepxwut Tpuc 4, 7-nudenmn-1, 10-penantponun
MEHTarunapaT XJIOpHAa PyTEHHUs B CHIIMKOHOBOM ocHoBe. IIpoOupku 3anmonsstor g0 kpaeB 10% pactsopom CO:2 u
3aKpBIBAIOT MOJIUIIPOITUICHOBBIMU KPBIILIKAMH.

Xpanenue peareHToB: VHankaTtopHas nmpoOHpKa AJs BbIpallMBaHUs MHKoOakTepuil TyOepkynesa BBL MGIT:
nocie nomydeHust xpanuth npu 2 — 25°C. HE 3AMOPAXUBATD. Cectn kK MUHUMYMY BO3AECHCTBHE COTHEYHOT O
cBera. bynboH nomken ObITh Mpo3padyHbIM U OeclBeTHBIM. He ncnonb30BaTh Mpyu HOMYTHEHUH.



CpOK IrOAHOCTH: 18 MECALIECB C MOMCHTA U3IOTOBJICHU . I[aTy OKOHYaHHA CpOKa rOAHOCTHU CMOTPETh Ha YIIAKOBKE.

NMEPEYEHDb TOBAPOB JIJI5s1 IIOCTABKH
No Hanmenosanue

245122 [Ipobupka 7 M. ¢ MOTUGUIHPOBAHHON MUTATENBHOMN cpeioil MuIIopyK ¢
¢dnyopectientTasM aerektopom -BD BACTEC™ MGIT™ 960- Tubes 7 ml.

Jlom No2

Habop peazenmos ons onpeodenenus mukodbaxmepuii myoepkynesa
- BACTEC™ MGIT™ 960 Supplement Kit
K 6axkmepuonozuueckomy ananuzamopy “ BACTEC™ MGIT™ 960” ¢ komnaexme

Ipoussooumens: Becton Dickinson and Company, CIII4
OBLIEE OIIMCAHUE
JobGasnsercs B kaxayro mpooupky BD MGIT u comepkut BemecTBa, HEOOXOAMMBIE TSI MaKCHMAaJEHO

OBICTPOrO pocTa MUKOOAKTEpHI M TIOAABIEHUSI POCTa MEMIAIoNIel OakTepHaIbHOW (IIOPHI MPH MPOBENCHUH
aHanm3a Ha npudopax BD BACTEC™ MGIT™ 960 u BD BACTEC™ MGIT™ 320.

B mHabop BXOoaWT 2 THIIA pEarcHTOB:
BACTEC MGIT Growth Supplement — oborartuTenpHas 100aBKa IS YIIyUIIEHHs POCTa MUKOOAKTEPHIA.
Penientypa Ha IUTp OUMIIIEHHOW BOJIBI:

ANbOYMHH OBIYHI CHIBOPOTOYHBIH. ............ 50,0r
KaTamasza.......cooovuvvveeieiiieeeee e 0,03r
JICKCTPOBA. e ceieeeeie e et e e eeee e 20,0r
(0115715 (0):T: 1 15797 (o0 (0 - VN 0,1r
[Momokcmatunercreapar (ITO2C)................ ILIr

MGIT PANTA Antibiotic Mixture — muoduarn3oBaHHas cMeCh aHTHMHUKPOOHBIX TIPEMapaToB I OAaBICHUS
pocTta OakTepuaabHOU (IIOPHI, comepKaIeicst B o0pasiie.
Penentypa Ha ¢axoH:

TTOMUMUKCHH B...oooooeeeeeeeeeeeeeee. 6000 equHAIL
AMOOTEpHITHH B......covvivieiee e 600 Mkr
HanmmarKcoBast KHCHOTA.......vvveeeeeeeeeeeeenennnnn.. 2400 MKT
TPUMETOIIPHM. ...c.eveiriieiieeiieeniie e eaieens 600 MKT
ABTTOIMIIIIH. ..o oot eeeee et ee e eeeeeeeeeeeeeeennes 600 Mkr

B cocras Habopa Bxomut: 6 dhmaxonos o 15 min BACTEC MGIT Growth Supplement u 6 ¢1akoHOB cO cMechi0
nmuoumuzoBaHHBIX aHTUMHUKPOOHBIX TpenapatoB MGIT PANTA Antibiotic Mixture. Habop pacuuTtan Ha
nposenenue 100 TecTos.

Ykazanus no xpaHeduto: BACTEC MGIT Growth Supplement nocie nonyueHust XpaHuTh B TEMHOTE, TIPU
temiepatype 2-8°C. N3berats 3aMmopakuBaHust WK neperpesa. CBeCTH K MUHUMYMY BO3/I€HICTBHE COTHEYHOTO
cBera. OTKPBIBAaTh HEIOCPEICTBEHHO Meperl UCTIONb30BaHUEM.

MGIT PANTA Antibiotic Mixture nocie nmony4yenus XpanuTh ipu temneparype 2-8°C. Ilocne npuroroBieHus
pactBopa cmech PANTA HeoO6xoanMo XpaHuTh ipu Temrieparype 2-8°C u nucronb30BaTh B TEUEHUE 5 THEH.
Cpox rogHoctu: 18 MecsAleB ¢ MOMEHTa M3rOTOBJIEHUA. JlaTy OKOHYaHHSA CpPOKa TFOJHOCTH CMOTPETh Ha
yIIaKOBKeE.

HEPEYEHb TOBAPOB JIJIsA IOCTABKHA



No Hanmenosanue

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

Jlom No 3

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

Ipoussooumens: Becton Dickinson and Company, CIII4

HabGop  peareHToB i1 McclenoBaHuWs — dyBcTBUTeNbHOcTH  Mycobacterium  tuberculosis  «
MPOTHBOMHUKODAKTEPHAITLHBIM TIpENapaTaM C XHIKOW MuTaTenbHol cpemoit PZA Medium moanepikuBaromieis
POCT ¥ OOHApYKEHHE MUKOOAKTEPHIA,

HA3HAYEHMUE

Kunkass mmratensHas cpema BD BACTEC™ MGIT™ 960-PZA Medium MIPUMEHSIETCST B METOJUKE
Ka4eCTBEHHOI'0 JKCIpecc-aHaiu3a JJisi TeCTUpOBaHMS dvyBCcTBUTENbHOCTH Mycobacterium tuberculosis,
BBIJICTICHHBIX M3 KyJIbTypbl, K nupasunamuny (PZA). Cpeny BBL MGIT 960 PZA Medium ucrnonbs3yoTest ¢
cucremoit BACTEC MGIT 960 System.

KPATKHI OB30P U OITMCAHUE

Cucrema BACTEC MGIT 960 B coueranuu ¢ Habopom BACTEC MGIT 960 PZA npencrasiser codoit MeTos
OTIpeIeNIEHUS TPOTHBOMUKOOAKTEPHATHFHON YyBCTBUTENEHOCTH K PZA 6e3 NCIob30BaHus pagioMeTPHIECKIX
HU3MEpPEHUN.

INPUHIOUIIBI METOJANKHN

Cpena BACTEC MGIT 960 PZA Medium mpezcTaBisier coboii mpoOHPKy ¢ MOAUDUIIMPOBAHHBIM OYTHOHOM
Mugmnbpyka 7H9, koTopsrii momnepXuBaeT pocT U 0OHApYKeHIe MUKOOAKTepHil IPH MOHMKEHHOM 3HAYSHUH
pH, paBaoM 5,9. B cuimkon Ha mHe mpooupku co cpemoit BACTEC MGIT 960 PZA Medium 16 x 100 MM ¢
3aKpYIJIEHHBIM JTHOM BBeZEH (DIyOpecleHTHBIH KOMHOHEHT. (DiryopeciieHTHBIII KOMIIOHEHT YyBCTBHUTEIECH K
NPUCYTCTBHIO KHCJIOPOJA, PACTBOPEHHOro B OynboHE. McXoIHas KOHLEHTpAIHMs PacTBOPEHHOI'O KHCIOPOJa
racUT W3IIydeHHe STOr0 BEIIECTBA, W OOHApYXKMBAeTCs JHIIb HeOombmmas (iyopecueHuus. B nanmbpHelniem
aKTHBHO pacTyIIMe ¥ [bIIIAIIfe MHUKPOOPTaHU3MBI IMOTPEONSIOT KHCIOPOX, YTO MO3BOJSET HAOIIOIAaTh
(hITyopecieHIInIo BEIecTBa.

Tect ocHOBaH Ha cpaBHEHHH pocTa u3oisita M. tuberculosis B mpoOupke ¢ JeKkapcTBEHHBIM IPEHapaToM U B
mpobupke 0e3 eKapcTBEHHOTro npenapata (koHTpois pocta, KP). [Ipudop BACTEC MGIT 960 menpepsiBHO
KOHTPOJHMPYET MPOOHPKH, OOHAPYKUBasl yBeNn4YeHHE (IIyopeclieHINH. AHAIN3 U CpaBHEHUE (IIyOpeCIeHIH
B TIPOOMpKE, KOTOpasi COJACPIKUT JIEKAPCTBEHHBIH Nperapar, U B MpoOHpKe, MpeJHa3HAYEHHON TSI KOHTPOJIS
pocTa, HCTIONB3YIOTCS TIPHOOPOM JIISI OIIPEAEIECHHS 1yBCTBUTEILHOCTH.

[Mpubop BACTEC MGIT 960 aBTOMaTHuUecKH HWHTEPIPETHPYET Pe3yJIbTaThl ONpeneieHuss U (UKCHPYET
PE3yIbTaT «IyBCTBUTEIBHBIN MU «YCTOWYNBBIN.

PEATI'EHTbBI



ITpobupka co cpemoit BACTEC MGIT 960 PZA Medium coaepsxut 110 MK TyOpecIieHTHOr0 HHAXKaTopa u 7
min Oyiabona PZA. HWunukatop comepxut Tpuc (4,7-mudennn-1,10-gpenantponun ) pyTeHHH XJIOpHI
MEHTarupaT B CHIMKOHOBOH OCHOBE.

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

XpaHeHHe M BOCCTAHOBJICHHE PeareHTOB!

ITpobupku co cpemoit BBL MGIT 960 PZA Medium: mocie monydenus Xpanute nmpu temmepatype 2 — 25 °C.
HE 3AMOPAXUVBAWTE. BynboH 10/mkeH GbITh IIPO3pauHbIM U GeclBeTHBIM. He ncnonb3yiite 6ymboH, ecin
OH MyTHBI. CBeAUTEe K MUHUMYMY BO3ZelicTBHe cBera. [IpoOupku, XpaHUBIIKECS Tepe UCTIOIb30BaHUEM B
COOTBETCTBHUHU C MAPKHPOBKOW, MOXKHO 3aCEBATh JI0 IaThl OKOHYAHHUS CPOKA TOAHOCTH.

Cpox romnocTu: 18 mecseB ¢ MOMeHTa M3roToBieHHs. JlaTy OKOHYaHHS CpOKa TOJAHOCTH CMOTpETh Ha
yIIaKOBKeE.

MPEAYIIPEXJIEHUS 1 MEPBI ITPETOCTOPOKHOCTM: J{i1st TMarHOCTHYECKOTO UCIONb30BAHUS iN
vitro.

METOJUKA

BD BACTEC™ MGIT™ 960-PZA Medium (25 npoGupok B KopoOKe), JONOITHATEIbHAS TNTATEIbHAS CPe/a,
peareHThl, KyJbTypbl MUKPOOPTaHM3MOB I KOHTPOJISI Ka4eCTBa U JJaOOpaTopHOE 000py10BaHHE.

HHEPEYEHbBb TOBAPOB JIUIsI IOCTABKHA

Ne HaumenoBanue

245115 HaGop pearenToB 11 onpeneneHus pe3uCTEHTHOCTH MUKOOAKTepHil TyOepKye3a
K mupasuHamuny - BD BACTEC™ MGIT™ 960-PZA Medium, xopobxka ¢ 25 npobupkamu
1o 7 mi.

Jlom No4

Habop peazenmoeg 011 onpeodenenus 4yecmeumenbHoCmu MUKodaKmepuii myoepkynesa
K nupazunamudy - BD BACTEC™ MGIT™ 960-PZA Kit
K 6axmepuonozuueckomy ananuzamopy “ BD BACTEC™ MGIT™ 960” ¢ komnaexme

IIpouseooumens: Becton Dickinson and Company, CIIIA

Habop peareHToB misi ompeneneHuss pe3MCTEHTHOCTH MHUKOOakTepuid TyOepkynesa K mupasuHamuny «BD
BACTEC™ MGIT™ 960-PZA Kit» (st uccnenoBanusi uyBcTBuTepbHOCTH Mycobacterium tuberculosis
MIPOTUBOMHUKOOAKTEPHAIBHEIM MPETapaTam)

HA3ZHAYEHUE

Ha6op BD BACTEC™ MGIT™ 960-PZA Kit npuMeHsieTcst B METOMKE Ka4eCTBEHHOI'O SKCIIPECC-aHaIN3a IS
TECTHPOBaHUs YyBCTBUTEIbHOCTH Mycobacterium tuberculosis, BeiaeeHHBIX U3 KYJIBTYPBI, K MHPA3HHAMHEITY
(PZA). Habop BACTEC MGIT 960 PZA Kit ucrions3sytorest ¢ cucremoit BACTEC MGIT 960 System.

KPATKHWI OB30P U OITUCAHUE

Cucrema BACTEC MGIT 960 B coueranuu ¢ Habopom BACTEC MGIT 960 PZA mipencrasisier coboit meTosn
oIpezielIeHNs] MPOTUBOMHUKOOAKTEPHAIBLHON YyBCTBUTEILHOCTH K PZA 6e3 HCIoIb30BaHus PaliOMETPHUECKUX
n3mepennii. Habop BACTEC MGIT 960 PZA Kit mo3BosnsieT BBITOIHATH TECTUPOBAHUE YYBCTBUTEINEHOCTH MTPU
KOHLIeHTpaumu nupaszuHamuaal 00 Mxr/mo.

NPUHIOUIIBI METOJAUKHN



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

Cpena BACTEC MGIT 960 PZA Supplement mpezacraBnsier co0oii mpoOUpKYy ¢ MOAMMUIIMPOBAHHBIM
OynpoHoM Mugmiopyka 7H9, KoTopbIi moaepKuBaeT pocT U 0OHapyKEHHEe MUKOOAKTEpUH P MOHIKEHHOM
sHadenuu PH, pasaom 5,9. B cunmkon Ha ane npobupku co cpenoit BACTEC MGIT 960 PZA Medium 16 x
100 MM c 3aKkpyrjieHHbIM JHOM BBelEH (IyOpeCUEHTHBIH KOMMOHEHT. DIyopecleHTHBI KOMITOHEHT
YyBCTBHTENIEH K TPUCYTCTBHIO KHCJIOpOJa, pPAacTBOpeHHOro B OynboHe. McxonHas KOHIEHTpaLus
PAcTBOPEHHOI'0 KHCIOpOJa TacHT H3IyYeHHE 3TOr0 BEIIEeCTBa, W OOHApYKMBAeTcs JMMIb HeOoJbIIas
¢dyopectienuus. B nanpHelileM akTHBHO pacTyliye M JbIIIANIMEe MUKPOOPTaHU3MBI TIOTPEOISIOT KUCIOPO/,
YTO T03BOJISIET HAOMIOaTh (PIIyOPECIICHIIMIO BEIIECTRA.

Tect ocHoBaH Ha cpaBHeHHH pocta m3oisaTa M. tuberculosis B mpobupke ¢ jekapcTBEHHBIM MPEMNapaToM U B
npobupke 0e3 JiekapcTBEHHOTro npenapara (koHTpoisb pocta, KP). [Ipudop BACTEC MGIT 960 HenpepbiBHO
KOHTPOJIMPYET MPOOUPKH, OOHAPYKUBAsl yBeIWYeHUE (IIyopeCceHIUN. AHAIIU3 U CpaBHEHUE (ITyOpecIIeHIINH
B MpOOUpKe, KOTOpasi COEPKUT JICKAPCTBEHHBIN Iperapat, U B MPOOHpKe, MpeJHa3HAUYCHHON Il KOHTPOIS
POCTa, UCTIONB3YIOTCS] PUOOPOM JIJIsI OTIpeieNeHHs YyBCTBUTEIEHOCTH.

[Mpubop BACTEC MGIT 960 aBromaTHuUecKH HHTEPIPETHPYET pe3yibTaThl ONpeeNeHus U (HUKCHPYET
PE3YNBTAT «1YBCTBUTENBHBINY UIIU «YCTOWUYUBBIN».

PEATEHTBI

Ha6op BACTEC MGIT 960 PZA Kit conepsxut 1Ba ¢iakona ¢ mnoGuIM3npOBaHHBIM MTHPA3HHAMHUJIOM H IIECTh
¢axoHoB ¢ nobaskoit PZA Supplement .

ITpobupka co cpemoit BACTEC MGIT 960 PZA Medium comepsxut 110 MKII TyOpecIieHTHOr 0 HHAXKAaTOopa u 7
min Oynpona PZA. Wupukatop comepxut Tpuc (4,7-nudennin-1,10-beHanTponnH) pyTeHHN XJIOPH]
MIEHTaruaApaT B CUIMKOHOBOI OCHOBE.

[TpoOupKH 3aKPHITHI MOIUIIPONHUICHOBEIMU KpBIIKamMu. 3HaueHue PH nosemeno mo 5,9.

XpaHeHHe H BOCCTAHOBJIEHHE PeareHToB:

Ipobupku co cpemoit BBL MGIT 960 PZA Supplement: mocie monydeHus XpaHuTe Ipu TeMmeparype 2 — 25
°C. HE 3BAMOPAXUBAWTE. BynboH m0mKeH ObITh IPO3pavyHbIM U OeciBeTHbIM. He Hemonb3yiite OyiIboH,
ecii OH MyTHBIN. CBeINTe K MUHUMYMY BO3zielicTBre cBeTa. [IpoOrpKH, XpaHUBIITHECS TIEpET HCIIONb30BAHUEM
B COOTBETCTBUHU C MAPKHPOBKOM, MOXKHO 3aCEBaTh JIO IATHl OKOHYAHHS CPOKA TOTHOCTH.

®nakonsl ¢ nekapcTBeHHbIMU npenapatamu BACTEC MGIT 960 PZA: mocie nony4eHus: XpaHuTe (JIaKOHBI C
THOGWIN3NPOBAHHBIMU TipermapatamMu npu Temrepatrype 2 — 8 °C. Ilocne BocCTaHOBJIEHHSI PacTBOP
MPOTHBOMHUKPOOHOTO Mpenapata MOXXHO 3aMOpa)KMBaTh W XpaHUTh Npu Temneparype -20 °C wnm Hioke 10 6
MecsIIeB, HO HE JIONIbIIe UCXOJHOTO CpoKa rogHocTH. [locie pazMopa)kMBaHUsl MCIOIb3YHTE HEMEIUICHHO.
Y Tunm3upynTe HeMCoab30BaHHbIC YACTH.

Cpok rognocru: 18 mecsaleB ¢ MOMEHTAa U3rOTOBJIEHUS. JaTy OKOHYaHUS CpOKa TOAHOCTH CMOTPETh Ha
YIIaKOBKE.

HMHceTpykuuu no npuMeHeHHU10:

BoccranoBute kaxnmeiii ¢iaakon BACTEC MGIT 960 PZA ¢ nmodunm3upoBaHHBIM JIEKAPCTBEHHBIM
IperapaToM MyTeM J00aBIIeHUs 2,5 MIJI CTEpUIHLHON AMCTUIUTMPOBAHHOW WIIM JIEMOHWU3WPOBAHHON BOJIBI IS
MIPUTOTOBJIEHUS UCXOTHOT'O pacTBopa ¢ KoHneHTpanueii 8000 MKr/miL.

NPEAYHNPEXIEHUS U MEPBI ITIPEJOCTOPOXKHOCTM: [I1s1 1HarHOCTHYECKOr0 UCIIONb30BaHuUs iN
vitro.

METOJUKA
IMocrasisiembie Martepuaibl: Habop BACTEC MGIT 960 PZA Kit, comepxammii 1nBa (hiakoHa
TMOGWIN3MPOBAHHOIO Tpenapara U Iects (uakoHoB mobdaBku PZA Supplement (oguH HaOOp MO3BOJSET

BBIITOJIHUTH OKOJI0 50 TECTOB).

HEPEYEHDb TOBAPOB JIJIsA IOCTABKHA



No HaumeHnoBanue

245128 Habop pearentos s onpezeneHns: 4yBCTBUTENLHOCTH MUKOOAKTepUil TyOepKye3a
k mupasuHamuny - BD BACTEC™ MGIT™ 960-PZA Kit. B xoMIiuiekre: MOpOIIOK
THOGWIN3MPOBAHHOTO TpenapaTta nupasuHamuj 2 ¢uakona mo 20 rtp., pactBop PZA
Supplement 6 ¢rakonoB 1o 15 mur.

Jlom No5

Hadéop peazenmog 015 onpedenenus pe3sucmenmHoCcmu MuKodaKmepuii myoepkyne3a K CImpenmomunyumy,
uzonuasuoy, pugamnuny, smamoymony - BACTEC™ Mgit™ 960 SIRE Kit
K 6axkmepuonozuueckomy ananuszamopy “ BACTEC™ MGIT™ 960 ¢ komniexkme

Ipoussooumens: Becton Dickinson and Company, CIII4

OBLIEE OIITMCAHHUE

Ha6op BACTEC™ Mgit™ 960 SIRE Kit — 510 ObICTpBI Ka4eCTBEHHBIN METO AJISi TECTHPOBAHHS
gyyBcTBUTENbHOCTH Mycobacterium tuberculosis u3 kynsTypsl k crpentomununy (STR), uzonuazumay (INH),
pudammuny (RIF) u stambyrony (EMB). Habop BACTEC™ MGIT™ 960 STR 4.0 u nabop BACTEC™
MGIT™ 960 INH 0.4 npennazHaveHbl Ui TECTHPOBAHUS MTPH BBICOKUX KOHIIEHTPANUAX NipenapaToB. Habopsl
st rectupoBanus yyBctButensHocTn BACTEC™ MGIT™ 960 ncnoneiytores ¢ cucremod BACTEC™
MGIT™ 960.

Tecr BACTEC MGIT 960 SIRE 6511 pa3paboTal ¢ KpUTHUYSCKMMH KOHIIEHTPAILIUAMH CTPEIITOMUIIMHA,
W30HMA3Ma, pudaMnrHa U 3TamOyTONa, KOTOpble HEHAMHOTO MEHBIIE KPUTHYECKHX KOHIICHTpAIMH 110
Meroauke MIIT Bo n30ekaHNEe JTOKHOW YyBCTBUTEITHHOCTH.

Ha6op BACTEC MGIT 960 SIRE sBasiercst kaueCTBEHHBIM TECTOM JUIMTEIBHOCTBIO 4 — 13 nHeit. Tect
ocHoBaH Ha pocte usomsTa M. tuberculosis B mpobupke, comepikaiieii mpemapar, B CpaBHEHUH ¢ IPOOUPKOI, HE
comepxaiteii npemnapara (Konrpomes pocra). IIpubop BACTEC MGIT 960 BbImOgHSAET HEOPEPHIBHBIM
MOHHUTOPHHT TPOOHPOK Ha yBenmuueHue ¢uryopecuennnu. [Ipubop ananmmsupyer QiryopeceHInio B MpoOHpKe,
coJiep Karieii JeKapCcTBEHHBIN Ipernapar, 10 CpaBHEHHUIo ¢ GuryopecueHiuei mpodupku ¢ Kontponem pocra, ams
OIpe/IeTICHUs PE3yIbTATOB YYBCTBUTEIBHOCTH.

I[Mpubop BACTEC MGIT 960 aBTOMaTHYecKd HHTEPHPETUPYET OSTH pE3yIbTaThl W PETUCTPUPYET
«9YBCTBUTEILHBIN JTHOO «PE3UCTEHTHBINY» PE3yINbTAT.

PEAT'EHTbBI

HaOop nmpenHasHayeH i onpeaeneHns TyBCTBUTEIFHOCTH MUKOOaKTepuu TyOepKyie3a B KyJabType Ha
CTPENTOMUIIMH TOPOIIOK 110 332 Mr.-1du1, m3oHMa3u nopomok mo33,2 mr.-1dmn, pudammoud noporrok mo 332
MT. -1, aTamOyTon mopomiok o 1660 mr.-1da.
YnakoBka cogepxut 4 muohunu3npoBaHHbIX (prakoHa u 8 qodaBku Sire Supplement.

XpaHeHHe H BOCCTAHOBJIEHHE PeareHToB

®nakons ¢ npemapatamu BACTEC MGIT 960 SIRE: nociie momyuenus xpanuts npu 2 — 8°C. Tlocne
BOCCTAQHOBJICHHSI PACTBOPBHI MPOTHBOTYOEPKYJIE3HBIX MPENapaToB MOXKHO 3aMOPaXMBATh M XPaHUTh NpH -
20°C u Oonee HHM3KOH TemIeparype J0 LIECTH MECSIEB, HE NPEBbIIas UCXOMHBIN Cpok romHoctu. [locie
pa3sMOpaKUBaHUs HCIIOIb30BATH OAHOKPATHO. Y THIIM3UPOBATH HEUCIIOIb30BAHHBIE TOPLIMH.

Cpok roaHocTu: 18 MecsmeB ¢ MOMeHTa M3roToBiieHHs. JlaTy OKOHuUaHMS CpOKa TOZHOCTH CMOTpETh Ha
YIaKOBKE.

HEPEYEHb TOBAPOB JIJIsA IOCTABKHA

Ne Haumenosanue



245123 HaGop peareHToB 111 ONpeAencHUs PE3UCTEHTHOCTH MHKOOaKTepuil TyOepkyiesa K
CTPENTOMUINHY, W30HMA3uIy, pudammnuHy, stamOyromy - Bactec™ Mgit™ 960 SIRE Kit -4
TMOGUIN3NPOBaHHBIX (akoHa U 8 (h1akoHOB 100aBKu Sire Supplement.

Jlom No6

Habop peazenmos 0nsa onpedenenus muxodaxmepuii myoepxynesa
BACTEC MGIT™ OADS Supplement for 2nd line DST
K baxmepuonozuueckomy ananuzamopy “Bactec™ MGIT ™ 960

Ipoussooumens: Becton Dickinson and Company, CIII4

OBIIEE OIIUCAHHUE

HobGasnsercs B kaxayro mpodbupky BD MGIT u comepxuT BemecTBa, HEOOXOIUMBIE TSI MAKCUMAITEHO
OBICTPOrO pocTa MHUKOOAKTEPHI M TIOAABIEHUS POCTa MEMIAIoNIeH OakTepHaIbHOW (IIOPHI MPH MPOBENCHUH
aHanm3a Ha npudopax BD BACTEC™ MGIT™ 960 u BD BACTEC™ MGIT™ 320.

BACTEC MGIT™ OADS — oboratutenbHas 100aBKa IS YIIYYIICHUS POCTa MUKOOAKTEPHHA.
Penientypa Ha JIUTp OUUIIIEHHOW BOJIBI:

ANbOYMHH OBIYHI CHIBOPOTOYHBIH. ............ 50,0r
KaTamasza.......cooovuvvveeieiiieeeee e 0,03r
JICKCTPOBA. et eeeree et et 20,0r
(0115715 (0):T: 1 15797 (o0 (0 - VN 0,1r
[Momokcmatunercreapar (ITO2C)................ ILIr

B cocraB Habopa Bxomut: 6 dmakonoB mo 15 ma BACTEC MGIT™ OADS
XpaHeHHe peareHTOB: TIIOCII€ TIONYyYeHHs XpaHUTE B TemMHoTe mpu Temmeparype 2 — 8 °C. Uzberaiite
3aMOpakKMBaHMs WM TeperpeBanus. OTKphIBaiTEe HEMOCPEICTBEHHO Tepen Hcroib3oBanueM. CBemuTe K

MUHHMYMY BO3ACHCTBHE CBETA.

Cpok rognocru: 18 mecsueB ¢ MOMEHTAa W3rOTOBJIEHUA. JlaTy OKOHYaHUSA CpOKa TFOJHOCTH CMOTPETh Ha
YIIaKOBKE.

MNEPEYEHDb TOBAPOB J1JI51 IOCTABKHA
No HaumenoBanue

245116 HabGop pearenToB miist onpeneneHns MUKOOAKTEpHil TyOepKye3a
- BACTEC MGIT™ OADS Supplement for 2nd line DST - 6 ¢nakonoB no 15 M

Jlom Ne7



Haéop xkanuépamopos BD BACTEC™ MGIT™ 960 — Calibrators Kit for 1 drawer
K 6axmepuonozuueckomy ananuzamopy “BD BACTEC™ MGIT™ 960~

Ilpoussooumens: Becton Dickinson and Company, CLIIA

IIpeanasHayenue

Hab6op xanubpoBouHbix mpobdupok Calibrators Kit for 1 drawer npenna3HayeH st KOHTPOJIS KauecTBa
pabotel  «IloMHOCTBIO aBTOMATU3WPOBAHHOW CHCTEMBl JJIsl JIETEKIMH MHKOOaKTepuil TyOepkyne3a U
OIpe/IeTIeHUs] JISKAPCTBEHHONW UYYBCTBHUTEIBHOCTH K MPOTUBOTYOepKyne3HbiM mpenapatam «BACTEC MGIT
960».

Onucanue

Hab6op cocrout u3 17 kaJMOpOBOYHBIX MPOOMPOK, MPEAHAZHAYCHHBIX JIJIS 3aMEHBI B OJHOW CEKIIMH
cucreMbl. Kaxxmas kanmOpoBo4Hasi mpoOUpKa M3rOTOBJICHA W3 YIAPONPOHOro IUIACTHUKA, HAa JTHO MPOOUPKH
MOMeEIIeH (DJIyOPOXPOMHBIN HHJIUKATOP CBEPXY IOKPBITHIN CHUIMKOHOM, CBEPXY Ha MPOOMPKY HABHHYCHA
KPBIIIKA U3 YEPHOTO TUTACTHKA.

HpuHuun paéorsl

Bo Bpems npoxoxkaenus Y @-ckaHepa MPOUCXOIUT CYNTHIBAHNE ITOKa3aHUH C TECTUPYEMBIX MTPOOHUPOK.
CpaBHuBaercsi cBedeHHUE (IIYOPOXPOMHBIX HWHJMKATOPOB TECTUPYEMBIX MPOOUPOK €O CBEUCHUEM
(hbITyOpOXpOMHBIX MHIMKATOPOB KaJTMOPOBOYHBIX MPOOHPOK, €CIH CBEUYeHHE (IyOPOXPOMHBIX HHIUKATOPOB
TECTUPYEMBIX TPOOHPOK COBMAIAET CO CBEUEHUEM (DIIyOpOXPOMHBIX HHIMKATOPOB KaTMOPOBOYHBIX MPOOUPOK
TECT CUUTAETCS MOJIOKUTENTFHBIM, €CIIH HET, TI0 UCTEYEHNY CPOKA YCTAHOBJICHHOT O TPOTOKOJIOM HCCIIEIOBaHUS,
TECT CYUTAETCS OTHULIATEIbHBIM.

YciioBusi XpaHeHHUst
XpaHHTD B 3aIIMIICHHOM OT CBETa MecTe IIpu TemmepaType +8 - +25 °C

CpoK roTHOCTH
CpoOK roJHOCTH - 2 ToJla C MOMEHTA U3roTOBJICHHS. [laTy OKOHUAHHUS CpOKa TOIHOCTH CMOTPHU Ha
YIIaKOBKE.

KomiuiekTHOCTD
17 mTyK B yrakoBke

MNEPEYEHDb TOBAPOB J1JI51 IOCTABKH
No HaumenoBanue

445871 Ha6op kanmu6paropos BD BACTEC™ MGIT™ 960 — Calibrators Kit for 1 drawer

3asenyrommii 6ak. jabopaTropun: H.MakcyToBa



