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UTILIZARE SPECIFICĂ 
Flaconul BBL MGIT Mycobacteria Growth Indicator Tube suplimentat cu BACTEC MGIT Growth Supplement și BBL MGIT PANTA 
antibiotic mixture este destinat detectării și recuperării micobacteriilor cu ajutorul sistemelor BACTEC MGIT 960 și BACTEC MGIT 
320. Tipurile de probe acceptate sunt probe clinice extrase și decontaminate (cu excepţia urinei) și lichide biologice sterile (cu 
excepţia sângelui). 

REZUMAT ȘI EXPLICAŢII 
În perioada 1985-1992, numărul de cazuri de infecţie cu Mycobacterium tuberculosis (MTB) raportate au crescut cu 18%. 
Tuberculoza încă ucide aproximativ 3 milioane de oameni pe an în întreaga lume, fiind boala infecţioasă care determină cele 
mai multe decese.1 Între 1981 și 1987, studiile făcute pe pacienţi cu SIDA au arătat că 5,5% dintre aceștia au infecţii 
micobacteriene netuberculoase; adică, MAC. Până în 1990, creșterea numărului de cazuri de infecţie micobacteriană 
netuberculoasă diseminată a rezultat într-o incidenţă cumulată de 7,6%.2 Pe lângă recrudescenţa MTB, MTB multirezistentă la 
medicamente (MDR-TB) a devenit un motiv serios de îngrijorare. Întârzierile laboratoarelor în creșterea culturilor, identificarea 
și raportarea cazurilor de MDR-TB au contribuit, cel puţin în parte, la răspândirea bolii.3 
Centrele de control și prevenire a bolilor (CDC), din S.U.A., au recomandat depunerea oricărui efort din partea laboratoarelor 
pentru a utiliza cele mai rapide metode disponibile pentru diagnosticarea micobacteriilor. Aceste recomandări includ folosirea 
atât a mediilor lichide cât și a celor solide pentru cultura micobacteriilor.3,4 
Flaconul MGIT Mycobacteria Growth Indicator Tube conţine 7 mL de bază de bulion modificat Middlebrook 7H9.5,6 Mediul 
complet, îmbogaţit cu OADC, și amestecul antibiotic PANTA, este unul dintre cele mai folosite medii lichide de cultură pentru 
micobacterii. 
Toate tipurile de specimene clinice, pulmonare și extrapulmonare, (cu excepţia sângelui și a urinei) pot fi procesate pentru 
izolare primară în flaconul MGIT folosind metode convenţionale.4 Proba procesată este inoculată într-un flacon MGIT, plasat în 
instrumentul BACTEC MGIT pentru monitorizare continuă până la pozitivare sau până la încheierea protocolului de testare.  

PRINCIPIILE PROCEDURII 
Un compus fluorescent este înglobat în silicon pe fundul flacoanelor cu fund rotund de 16 x 100 mm. Compusul fluorescent este 
sensibil la prezenţa oxigenului dizolvat în bulion. Concentraţia iniţială a oxigenului dizolvat reprimă degajarea din compus, 
putând fi astfel observată o mică fluorescenţă. Mai târziu, microorganismele care respiră activ consumă oxigenul și permit 
detectarea fluorescenţei. 
Flacoanele introduse în instrumentul BACTEC MGIT sunt incubate continuu la 37 °C și monitorizate pentru creșterea 
fluorescenţei la fiecare 60 de minute. Analizarea fluorescenţei este folosită pentru a determina dacă flaconul este pozitiv 
conform criteriilor dispozitivului, adică dacă mostrele testate conţin organisme viabile. Un flacon pozitiv în dispozitiv conţine 
aproximativ 105 până la 106 unităţi formatoare de colonii pe mililitru (UFC/mL). Fiolele de cultură care rămân negative minim 
42 de zile (până la 56 de zile) și care nu prezintă nici un semn vizibil de pozitivare sunt scoase din dispozitiv fiind considerate 
negative și se sterilizează înainte de a fi aruncate. 
BACTEC MGIT Growth Supplement este adăugat în fiecare flacon MGIT pentru a asigura substanţe esenţiale pentru creșterea 
rapidă a micobacteriilor. Acidul oleic este utilizat de bacteriile tuberculoase și joacă un rol important în metabolismul 
micobacteriilor. Albumina acţionează ca un agent protector prin legarea acizilor grași liberi ce ar putea fi toxici pentru speciile 
de Mycobacterium, potenţând astfel recuperarea lor. Dextroza este o sursă de energie. Catalaza distruge peroxizii toxici ce ar 
putea fi prezenţi în mediu. 
Contaminarea se reduce prin suplimentarea bazei de bulion BBL MGIT cu BACTEC MGIT Growth Supplement/BBL MGIT PANTA 
antibiotic mixture înainte de inocularea cu o probă clinică. 
REACTIVI 
BBL MGIT Mycobacteria Growth Indicator Tube conţine: 110 μL de indicator fluorescent și 7 mL de bulion. Indicatorul conţine 
pentahidrat clorură de ruteniu tri 4, 7-difenil-1, 10-fenantrolină într-o bază de latex siliconat. Flacoanele sunt curaţate cu CO210% 
și acoperite cu capace de polipropilenă. 

Formula* aproximativă pentru un L de apă purificată: 
Bază de bulion Middlebrook 7H9 modificat .......... 5,9 g 
Peptonă de cazeină ................................................. 1,25 g 

BACTEC MGIT Growth Supplement conţine 15 mL de agent de îmbogăţire Middlebrook OADC 
Formula* aproximativă pentru un L de apă purificată: 

Albumină bovină ..................................................... 50,0 g Catalază ........................................................ 0,03 g 
Dextroză .................................................................. 20,0 g Acid oleic ....................................................... 0,1 g 
Stearat de polioxietilenă (POES) ............................... 1,1 g 

Fiola de BBL MGIT PANTA conţine un amestec liofilizat de agenţi antimicrobieni. 
Formula* aproximativă pentru o fiolă liofilizată PANTA: 

Polimixină B ................................................... 6,000 unităţ Trimetoprim ................................................... 600 μg 
Amfotericină B ................................................. 600 μg Azlocilină ........................................................ 600 μg 
Acid nalidixic ................................................. 2,400 μg 

*Ajustată și/sau suplimentată după cum este necesar pentru a îndeplini criteriile de performanţă. 
Depozitarea reactivilor: BBL MGIT Mycobacteria Growth Indicator Tubes – La recepţie, depozitaţi-le la 2 – 25 °C. NU 
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CONGELAŢI. Reduceţi la minim expunerea la lumină. Bulionul trebuie să fie clar și incolor. Nu îl utilizaţi dacă este tulbure. 
Flacoanele MGIT păstrate conform etichetei înainte de a fi folosite, pot fi inoculate până la termenul de expirare și incubate 
până la opt săptămâni. 
BACTEC MGIT Growth Supplement – La recepţie, trebuie depozitat la întuneric la 2 – 8 °C. Evitaţi congelarea sau supraîncălzirea. 
Deschideţi numai înainte de utilizare. Reduceţi la minim expunerea la lumină. 
BBL MGIT PANTA Antibiotic Mixture – La recepţie, depozitaţi fiolele liofilizate la 2 – 8 °C. După reconstituirea amestecului 
PANTA, acesta trebuie depozitat la 2 – 8 °C și utilizat în maxim 5 zile. 

AVERTISMENTE ȘI PRECAUŢII 
În scopul diagnosticului in vitro. 
Acest produs conţine cauciuc natural uscat. 
În probele clinice pot fi prezente microorganisme patogene, inclusiv virusurile hepatitice și virusul imunodeficienţei umane. La 
manevrarea tuturor elementelor contaminate cu sânge și alte lichide biologice trebuie respectate „Precauţiile standard”7-10 și 
regulamentul instituţiei. 
Lucrul cu Mycobacterium tuberculosis crescut în cultură necesită practici conforme cu nivelul de securitate biologică 3, 
echipament de izolare și facilităţi.4 
Înainte de utilizare, fiecare flacon MGIT trebuie verificat pentru a descoperi eventualele semne de contaminare sau deteriorare. 
Înlăturaţi toate flacoanele sau fiolele care par necorespunzătoare.  
Flacoanele scăpate trebuie examinate cu atenţie. Dacă se observă deteriorări, flaconul trebuie înlăturat. 
În eventualitatea spargerii unui flacon: 1) Închideţi sertarele instrumentului; 2) Opriţi instrumentul; 3) Părăsiţi imediat zona; 
4) Consultaţi regulamentul CDC sau al unităţii dumneavoastră. Scurgerea unui inocul sau spargerea unei fiole poate produce 
aerosoli cu micobacterii; trebuie adoptate măsuri corespunzătoare. 
Înainte de a fi înlăturate, autoclavaţi toate flacoanele MGIT inoculate. 

COLECTAREA ȘI MANIPULAREA PROBELOR 
Toate probele trebuie colectate și transportate conform recomandărilor CDC, Clinical Microbiology Procedures Handbook sau 
manualului de proceduri al laboratorului dumneavoastră.11 

EXTRACŢIA, DECONTAMINAREA ȘI CONCENTRAREA 
Probe din diferite părţi ale corpului trebuie pregătite pentru inocularea flacoanelor MGIT după cum urmează: 
SPUTA: Probele trebuie pregătite folosind metoda NALC-NaOH după recomandărilor CDC din Public Health Mycobacteriology: 
A Guide for the Level III Laboratory.4 Ca alternativă folosiţi kitul BBL MycoPrep pentru procesarea probelor micobacteriene 
(consultaţi „Disponibilitate”). 
ASPIRATUL GASTRIC: Probele trebuie decontaminate la fel ca sputa. Dacă volumul probei este mai mare de 10 mL, se va 
concentra prin centrifugare. Treceţi din nou sedimentul în aproximativ 5 mL de apă sterilă și apoi decontaminaţi. Adăugaţi o 
cantitate mică de pudră NALC (50 până la 100 mg) dacă proba este densă sau mucoidă. După decontaminare, concentraţi din 
nou înaintea inoculării în flaconul MGIT. 
LICHIDE BIOLOGICE: (LCR, lichid sinovial, lichid pleural etc.): Probele colectate aseptic și despre care se presupune că nu conţin 
alte bacterii pot fi inoculate fără decontaminare. Dacă volumul probelor este mai mare de 10 mL, concentraţi prin centrifugare 
la 3.000 x g timp de 15 min. Vărsaţi supernatantul. Inoculaţi flaconul MGIT cu sediment. Probele care pot conţine alte bacterii 
trebuie decontaminate. 
ŢESUT: Probele de ţesut trebuie pregătite după recomandărilor CDC din Public Health Mycobacteriology: A Guide for the Level 
III Laboratory.4 

Inocularea de rutină pe medii solide este în mod special importantă pentru recuperarea optimă a micobacteriilor din probele de 
ţesut, deoarece aceste tipuri de probe sunt sensibile în mod deosebit la o recuperare sporadică a organismelor. 
MATERII FECALE: Suspendaţi 1 g de fecale în 5 mL de bulion Middlebrook. Agitaţi suspensia timp de 5 s cu ajutorul unui mixer 
prin rotaţie. Continuaţi cu procedura NALC-NaOH conform recomandărilor CDC din Public Health Mycobacteriology: A Guide 
for the Level III Laboratory.4  
NOTĂ: Pentru toate metodele de pregătire a probelor, trebuie utilizată o soluţie fosfat tampon (pH 6,8) pentru a completa 

amestecul decontaminant până la 50 mL înaintea centrifugării. Refacerea suspensiei de granule trebuie de asemenea 
făcută folosind o soluţie fosfat tampon proaspătă (pH 6,8). 

PROCEDURĂ 
Materiale furnizate: BBL MGIT Mycobacteria Growth Indicator Tubes și BACTEC MGIT 960 Supplement Kit, conţinând BACTEC 
MGIT Growth Supplement și BBL MGIT PANTA Antibiotic Mixture (consultaţi „Disponibilitate”). 
Materiale necesare dar nefurnizate: Flacoane pentru centrifugă marca Falcon de 50 mL, soluţie 4% hidroxid de sodiu, soluţie 
2,9% citrat de sodiu, pudră N-acetil-L-cisteină, fosfat tampon pH 6,8, mixer cu mișcare rotaţională, incubator pentru 37 °C, 
pipete sterile de 1 mL, pipete de transfer sterile, agar BBL Middlebrook și Cohn 7H10, kit pentru extragerea / decontaminarea 
probelor BBL MycoPrep , bulion BBL Middlebrook 7H9 (consultaţi „Disponibilitate”) sau alte medii pentru micobacterii pe bază 
de agar sau ou. Omogenizator de ţesut sau tampon steril, BBL Normal Saline (consultaţi „Disponibilitate”), microscop și 
materiale pentru colorarea lamelor, pipetă ajustabilă de 1000 μL, vârfuri sterile de pipetă corespunzătoare, plăci cu agar cu 
5% sânge de oaie și dezinfectant tuberculocid. 

INOCULAREA FLACOANELOR MGIT: 
Flacoanele BBL MGIT de 7 mL trebuie utilizate cu un instrument BACTEC MGIT. 
1. Reconstituiţi o fiolă liofilizată de BBL MGIT PANTA Antibiotic Mixture cu 15 mL de BACTEC MGIT Growth Supplement. 
2. Etichetaţi flaconul MGIT cu numărul probei. 
3. Deșurubaţi capacul și adăugaţi, în condiţii de asepsie, 0,8 mL de supliment de creștere/MGIT PANTA Antibiotic Mixture. 

Pentru a obţine cele mai bune rezultate, adăugarea suplimentului de creștere/MGIT PANTA Antibiotic Mixture trebuie 
făcută chiar înaintea inoculării probei. 



3 

4. Adăugaţi 0,5 mL din suspensia concentrată a probei pregătită anterior. De asemenea adăugaţi o picătură (0,1 mL) din probă 
pe o placă de agar 7H10 sau pe orice alt mediu solid pe bază de agar sau ou. 

5. Închideţi bine flaconul și amestecaţi bine. 
6. Flacoanele introduse în instrument vor fi testate automat pe toată durata desfășurării protocolului de testare recomandat 

de 42 de zile. 
 Pentru probele în care sunt suspectate micobacterii cu cerinţe de incubare diferite, un flacon duplicat MGIT poate fi pregătit 

și incubat la temperatura corespunzătoare; de exemplu: 30 sau 42 °C. Inoculaţi și incubaţi la temperatura corespunzătoare. 
Aceste flacoane trebuie interpretate manual (consultaţi Manualul utilizatorului pentru instrumentul BACTEC MGIT). 

 Pentru probele suspectate a conţine Mycobacterium haemophilum, o sursă de hemoglobină trebuie introdusă în flacon în 
momentul inoculării, iar incubarea trebuie făcută la 30 °C. Plasaţi în condiţii aseptice o bandă cu factor X BBL Taxo în fiecare 
flacon MGIT ce are nevoie de adăugarea de hemoglobină înaintea inoculării probei (consultaţi „Disponibilitate”). Aceste 
flacoane trebuie interpretate manual (consultaţi Manualul utilizatorului pentru instrumentul BACTEC MGIT). 

7. Flacoanele pozitive, identificate de instrumentul BACTEC MGIT trebuie recultivate și trebuie pregătit un frotiu 
acido-rezistent (consultaţi „Rezultate”). 

Toate testele de control de calitate, reprocesările, pregătirile frotiurilor, recultivarea, etc., flacoanelor probabil pozitive 
trebuie realizate folosind tehnici conforme nivelului de bio-securitate (BSL) III și facilităţi de carantină. 
Prelucrarea unui flacon MGIT pozitiv: NOTĂ - Toate etapele trebuie realizate într-o boxă sigură din punct de vedere biologic. 
1. Scoateţi flaconul MGITdin instrument și transportaţi-l într-o arie ce respectă standardele BSL III în ceea ce privește modul de 

lucru și facilităţile de carantină. 
2. Utilizând o pipetă de transfer sterilă, scoateţi o alicotă de pe fundul flaconului (aprox. 0,1 mL) pentru pregătirea coloraţiilor 

(AFB și Gram). 
3. Examinaţi frotiul și pregătirile. Raportaţi rezultatele preliminare numai după evaluarea frotiului acido-rezistent. 
La sfârșitul a șase săptămâni de incubaţie inspectaţi vizual toate flacoanele negative în instrument. Dacă tuburile par vizual 
pozitive (adică turbiditate neomogenă, mici granule sau aglomerări) ar trebui recultivate, colorate acido-rezistent și tratate ca 
presupuse pozitive, doar dacă rezultatul frotiului acido-rezistent este pozitiv. Dacă flacoanele nu prezintă nici un semn pozitiv, 
ele trebuie sterilizate înainte de a fi aruncate. 
Reprelucrarea flacoanelor MGIT contaminate: Flacoanele MGIT contaminate pot fi re-decontaminate și reconcentrate folosind 
procedura din Anexa E - proceduri suplimentare din Manualul utilizatorului pentru instrumentul BACTEC MGIT. 
Controlul calităţii efectuat de utilizator: Cerinţele controlului de calitate trebuie realizate conform reglementărilor aplicate 
local, naţional și/sau federal sau cerinţelor de acreditare și procedurilor de laborator standard pentru controlul calităţii. Se 
recomandă ca utilizatorul să apeleze la ghidurile adecvate CLSI și reglementările CLIA pentru tehnici adecvate ale controlului 
calităţii. 
Certificate de control al calităţii sunt furnizate pe site-ul Web BD. Certificatele de control al calităţii enumeră organismele 
pentru testare, inclusiv culturile ATCC specificate în Standardul aprobat de CLSI M22-A3, Quality Control for Commercially 
Prepared Microbiological Culture Media (Controlul calităţii pentru mediile de cultură microbiologică preparate comercial).12 
NOTĂ: Bulionul Middlebrook 7H9 (suplimentat) este scutit de la testarea controlului calităţii de către utilizator conform CLSI 
M22-A3.12 

REZULTATE 
O mostră pozitivă în instrument este determinată de instrumentul BACTEC MGIT și confirmată de un frotiu acido-rezistent. 

RAPORTAREA REZULTATELOR 
Un flacon pozitiv în instrument trebuie confirmat prin frotiu acido-rezistent. Un rezultat la frotiul AFB pozitiv indică prezenţa 
micobacteriilor. 
Dacă frotiul AFB este pozitiv, recultivaţi pe medii solide și raportaţi ca: Pozitiv în instrument, frotiu AFB pozitiv, ID în așteptare. 
Dacă alte microorganisme în afară de AFB sunt prezente raportaţi ca: Pozitiv în instrument, frotiu AFB negativ. Contaminat. 
Dacă nu sunt prezente microorganisme: Reintroduceţi flaconul în instrument ca un flacon continuu negativ în cel mult 5 h de la 
scoaterea lui. Permiteţi flaconului să efectueze protocolul de testare. Niciun rezultat raportabil. 
Realizaţi subcultivarea din flaconul BBL MGIT pentru identificarea și testarea sensibilităţii la medicamente. 

LIMITĂRILE PROCEDURII 
Recuperarea micobacteriilor din flaconul MGIT este dependentă de numărul de organisme prezente în probă, metodele de 
recoltare a probei, factori ce ţin de pacient cum ar fi simptomatologia, tratamentul anterior și metodele de pregătire. 
Este recomandă decontaminarea prin metoda cu N-acetil-L-cisteină hidroxid de sodiu (NALC-NaOH). Alte metode de 
decontaminare nu au fost testate împreună cu mediul BBL MGIT. Soluţiile enzimatice/decontaminante pot avea efecte negative 
pe micobacterii. 
Morfologia și pigmentaţia coloniilor pot fi determinate numai pe medii solide. Micobacteriile pot varia în responsivitatea la 
soluţiile acide în funcţie de tulpină, vârsta culturii și alte variabile. Acurateţea morfologiei microscopice în mediul BBL MGIT nu a 
fost stabilită. 
Un flacon MGIT pozitiv la frotiu AFB poate fi recultivat, atât în medii selective cât și neselective pentru micobacterii, pentru a 
izola cu scopul efectuării testelor de identificare și sensibilitate. 
Flacoanele MGIT care sunt pozitive în instrument pot conţine alte specii non-micobacteriene. Speciile non-micobacteriene pot 
depăși în creștere micobacteriile prezente. Asemenea flacoane MGIT trebuie re-decontaminate și recultivate (consultaţi 
Manualul utilizatorului pentru instrumentul BACTEC MGIT). Reprelucrarea este recomandată în cazurile în care nu poate fi 
recoltată din nou o probă din sursa originală; de exemplu probele de ţesut. 
Flacoanele MGIT care sunt pozitive în instrument pot conţine una sau mai multe specii de micobacterii. Micobacteriile cu o rată 
de creștere mai rapidă pot fi identificate înaintea celor cu rată de creștere mai lentă; de aceea este importantă recultivarea din 
flacoanele MGIT pozitive pentru a asigura identificarea exactă a tuturor micobacteriilor prezente în mostră. 
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Datorită bogăţiei în nutrienţi a bulionului MGIT și a naturii neselective a indicatorului MGIT, este important de urmat procedura 
enzimatică/decontaminantă enunţată pentru a reduce posibilitatea contaminării. Respectarea instrucţiunilor procedurale, care 
include folosirea volumului de inoculare recomandat (0,5 mL), este importantă pentru recuperarea optimă a micobacteriilor. 
Utilizarea amestecului antibiotic PANTA, deși necesară pentru probele nesterile, poate avea efecte inhibitorii pe anumite 
micobacterii. 
Au fost efectuate studii pe culturi însămânţate cu douăzeci și patru de tulpini de micobacterii (ATCC și sălbatice) folosind nivele 
ale inoculării variind între 101 și până la 102 UFC/mL. Următoarele specii au fost identificate ca fiind pozitive cu sistemul 
BACTEC MGIT 960: 
M. avium* M. gordonae* M. nonchromogenicum M. terrae 
M. abscessus M. haemophilum† M. phlei M. trivale 
M. bovis M. intracellulare M. simiae* M. tuberculosis* 
M. celatum M. kansasii* M. scrofulaceum M. xenopi* 
M. fortuitum* M. malmoense M. smegmatis  
M. gastri M. marinum M. szulgai* 
*Specii recuperate în timpul evaluării clinice a sistemului BACTEC MGIT 960. În plus, M. mucogenicum a fost recuperat la una 
din clinici. 
†M. haemophilum a fost recuperat adăugând o sursă de hemin în flaconul MGIT înainte de inoculare. 
Studiile clinice au demonstrat recuperarea micobacteriilor din probe respiratorii, aspirate gastrice, ţesut, materii fecale și lichide 
biologice sterile cu excepţia sângelui; recuperarea micobacteriilor din alte lichide biologice nu a fost stabilită pentru acest 
produs. 

VALORI ESTIMATE 
Figura 1 –-Distribuţia frecvenţei timpilor de recuperare pentru probele din studiul clinic, pozitive în sistemul 
BACTEC MGIT 960 

 

CARACTERISTICI DE PERFORMANŢĂ 
Sistemul BACTEC MGIT 960 a fost evaluat în șase clinici incluzând una din afara S.U.A., reprezentate de laboratoare de sănătate 
publică dar și mari spitale pentru tratamentul afecţiunilor acute, din diverse arii geografice. Populaţia cuprinsă în studiu a inclus 
pacienţi infectaţi cu HIV, pacienţi imunodeprimaţi și pacienţi cu transplant. Sistemul BACTEC MGIT 960 a fost comparat cu 
sistemul radiometric BACTEC 460TB și cu mediile de creștere solide convenţionale pentru detectarea și recuperarea 
micobacteriilor din probe clinice cu excepţia sângelui. În total au fost testate 3330 de probe în timpul studiului. Un total de 
353 de probe au fost pozitive, reprezentând 362 de izolate recuperate în timpul studiului. Distribuţia pozitivităţii pe tipuri de 
probe este: respirator (90%), ţesut (7%), lichide biologice (1%), materii fecale (0,85%) și măduvă osoasă (0,65%). Din cele 
362 de izolate, 289 (80%) au fost recuperate de sistemul BACTEC MGIT 960, 271 (75%) au fost recuperate de sistemul 
BACTEC 460TB și 250 (69%) au fost recuperate de medii solide convenţionale. Din cele 3330 de probe testate în studiul clinic, 
27 (0,8%) de flacoane MGIT 960 au fost considerate fals pozitive (pozitive în instrument, frotiu și/sau subculturi negative). 
Dintre cele 313 flacoane MGIT 960 pozitive în instrument, 27 (8,6%) au fost considerate fals pozitive. Rata fals negativă 
(negativă în instrument, frotiu și/sau subculturi-pozitive) a fost de 0,5%, bazată pe subcultivările terminale a 15% din fiolele 
negative în instrument. Rata medie de contaminare pentru sistemul BACTEC MGIT 960 a fost de 8,1%, variind între 1,8 – 14,6%. 
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Tabelul 2: Detectarea izolatelor pozitive de micobacterii în evaluările clinice 

Izolate Total Total MGIT Total BACTEC BACTEC Total CONV  
 Izolate MGIT 960 Only 460TB 460TB numai CONV numai 
MTB 132 102 4 119 11 105 3 
MAC 172 147 36 123 12 106 3 
M. asiaticum 1 0 0 0 0 1 1 
M. fortuitum/chelonae 22 18 6 13 1 15 1 
M. genavense 1 0 0 1 0 1 0 
M. kansasii 5 5 1 4 0 4 0 
M. malmoense 1 0 0 1 0 1 0 
M. marinum 1 0 0 0 0 1 1 
M. mucogenicum 1 1 1 0 0 0 0 
M. simiae 1 1 0 1 0 1 0 
M. szulgai 2 2 0 2 0 2 0 
M. xenopi 2 2 1 1 0 0 0 
MOTT 2 1 1 1 1 0 0 
Mycobacteria spp. 2 2 1 1 0 1 0 
M. gordonae 11 6 3 3 2 6 3 
M. nonchromogenicum 6 2 0 1 0 6 4 
Toate MICO 362 289 54 271 27 250 16 

DISPONIBILITATE 
Nr. cat. Descriere 

245122 BBL MGIT Mycobacteria Growth Indicator Tubes, 7 mL, cutie cu 100 de flacoane. 

245124 BACTEC MGIT 960 Supplement Kit, 6 fiole, 15 mL, BACTEC MGIT Growth Supplement și 6 fiole lifilizate de BBL MGIT 
PANTA Antibiotic Mixture. Fiecare fiolă cu supliment de creștere/PANTA este suficientă pentru 15 – 18 flacoane MGIT. 

220908 BBL Lowenstein-Jensen Medium Slants, pachet de 10 (flacoane cu capac de 20 x 148 mm). 

220909 BBL Lowenstein-Jensen Medium Slants, cutie de 100 (flacoane cu capac de 20 x 148 mm). 

240862 BBL MycoPrep Specimen Digestion/Decontamination Kit, zece sticle de 75 mL de soluţie NALC-NaOH și 5 pachete de 
tampon fosfat. 

240863 BBL MycoPrep Specimen Digestion/Decontamination Kit, zece sticle de 150 mL de soluţie de NALC-NaOH și 
10 pachete de tampon fosfat. 

221174 Agar BBL Middlebrook și Cohn 7H10, pachet de 20. 

295939 BBL Middlebrook 7H9 Broth, 8 mL, pachet cu 10 flacoane. 

221818 BBL Normal Saline, 5 mL, pachet cu 10. 

221819 BBL Normal Saline, 5 mL, cutie de 100. 

231106 BBL Taxo X Factor Strips, 1 fiolă, 50 benzi. 

REFERINŢE  
1. Bloom, B.R., and C.J.L. Murray. 1992. Tuberculosis: commentary on a reemergent killer. Science 257:1055-1064. 
2. Horsburg, C.R., Jr., 1991. Mycobacterium avium complex infection in the acquired immunodefieciency syndrome. N. Engl. 

J. Med. 324:1332-1338. 
3. Tenover, F.C., et al, 1993. The resurgence of tuberculosis: is your laboratory ready? J. Clin. Microbiol. 31:767-770. 
4. Kent, P.T., and G.P. Kubica. 1985. Public health mycobacteriology: a guide for the level III laboratory. USDHHS, Centers for 

Disease Control, Atlanta. 
5. Cohn, M.L., R.F. Waggoner and J.K. McClatchy. 1968. The 7H11 medium for the cultivation of mycobacteria. Am. Rev. Respir. 

Dis. 98:295-296. 
6. Youmans, G.P. 1979. Cultivation of mycobacteria, the morphology and metabolism of mycobacteria, p. 25-35. Tuberculosis. 

W.B. Saunders Co., Philadelphia. 
7. Clinical and Laboratory Standards Institute. 2005. Approved Guideline M29-A3. Protection of laboratory workers from 

occupationally acquired infections, 3rd ed. CLSI, Wayne, Pa. 
8. Garner, J.S. 1996. Hospital Infection Control Practices Advisory Committee, U.S. Department of Health and Human Services, 

Centers for Disease Control and Prevention. Guideline for isolation precautions in hospitals. Infect. Control Hospital 
Epidemiol. 17:53-80. 

9. U.S. Department of Health and Human Services. 2007. Biosafety in microbiological and biomedical laboratories, HHS 
Publication (CDC), 5th ed. U.S. Government Printing Office, Washington, D.C. 

10. Directive 2000/54/EC of the European Parliament and of the Council of 18 September 2000 on the protection of workers 
from risks related to exposure to biological agents at work (seventh individual directive within the meaning of Article 16(1) 
of Directive 89/391/EEC). Offical Journal L262, 17/10/2000, p. 0021-0045. 

11. Isenberg, Henry D. (ed.) 1992. Clinical microbiology procedures handbook. vol. 1. American Society for Microbiology, 
Washington, D.C. 

12. Clinical and Laboratory Standards Institute. 2004. Approved Standard M22-A3. Quality control for commercially prepared 
microbiological culture media, 3rd ed., CLSI, Wayne, Pa. 
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Kit Components 
Kit Product No. Kit Product Description 

245124 BACTEC MGIT 960 Growth Supplement Kit 

 

 

 

Kit Component(s) Kit Component(s) Description 

    800632JAA MGIT PANTA, Lyophilized 

    WP245124JAA BACTEC MGIT 960 Growth Supplement 

 

IMDG  

  

Special precautions for user: Not regulated. 

 

IATA  

Special precautions for user: Not regulated. 

 

 

 

 

 

Please note: If a listed component does not have a corresponding document included, this means that 

the product is not hazardous and does not require a Safety Data Sheet.
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SAFETY DATA SHEET 
 

1. Identification 

Product identifier 

Product No.: Product name: 
Common name(s), synonym(s) 

800632JAA MGIT PANTA, Lyophilized 
 

Other means of identification 
SDS number: 088100165422 

 
Recommended use and restriction on use 

Recommended use: Laboratory Chemicals 
Restrictions on use: None known.  

 
Manufacturer/Importer/Supplier/Distributor Information 

 
Manufacturer 

 
Company Name: BD Diagnostic Systems 
Address: 7 Loveton Circle 

21152 Sparks, MD USA 
Telephone: 1 410 771 0100  or 1 800 638 8663 
Fax:  
Contact Person: Tech Services 

 
 Emergency telephone number: ChemTrec 1 800 424 9300 
 

2. Hazard(s) identification 

 
Hazard Classification 

Not classified 
 

 
Hazard Symbol: No symbol 

 
Signal Word: No signal word. 

 
Hazard Statement: Not applicable 
Precautionary 
Statements 

Not applicable  

 
 

Other hazards which do not 
result in GHS classification: 

None. 
 

 

3. Composition/information on ingredients 

 

Label Elements 
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Mixtures 
 

Composition Comments: The components are not hazardous or are below required disclosure limits.  
 

4. First-aid measures 

 
General information:  Get medical attention if symptoms occur.  

 
Ingestion:  Get medical attention if symptoms occur.  

 
Inhalation: Provide fresh air, warmth and rest, preferably in comfortable upright sitting 

position.  
 
Skin Contact: Wash contact areas with soap and water. Remove contaminated clothing. 

Launder contaminated clothing before reuse.  
 
Eye contact: Flush thoroughly with water. If irritation occurs, get medical assistance.  

 
Most important symptoms/effects, acute and delayed 

 
Symptoms: No data available. 

 
Indication of immediate medical attention and special treatment needed  

 
Treatment: No data available. 

 

5. Fire-fighting measures 

 
General Fire Hazards: Extinguish all ignition sources. Avoid sparks, flames, heat and smoking. 

Ventilate. Use water spray to keep fire-exposed containers cool.  

 
Suitable (and unsuitable) extinguishing media 

 

Suitable extinguishing 
media: 

Water spray, fog, CO2, dry chemical, or alcohol resistant foam.  

 
Unsuitable extinguishing 
media: 

None known.  

 
Specific hazards arising from 

the chemical: 
None known.  

 
Special protective equipment and precautions for firefighters 

 
Special fire fighting 
procedures: 

No unusual fire or explosion hazards noted.  

 
Special protective equipment 
for fire-fighters: 

Firefighters must use standard protective equipment including flame 
retardant coat, helmet with face shield, gloves, rubber boots, and in 
enclosed spaces, SCBA.  
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6. Accidental release measures 

 
Personal precautions, 

protective equipment and 
emergency procedures: 

No special precautionary health measures should be needed under 
anticipated conditions of use.  

 
Methods and material for 

containment and cleaning 
up: 

No specific clean-up procedure noted.  

 
Environmental Precautions: Avoid release to the environment.  

 

7. Handling and storage 

 
Precautions for safe handling: When using do not eat, drink or smoke. Read and follow manufacturer's 

recommendations. Use personal protective equipment as required.  
 
Conditions for safe storage, 

including any 
incompatibilities: 

Store in a cool, dry place. Keep container tightly closed.  

 

8. Exposure controls/personal protection 

 
Control Parameters 

Occupational Exposure Limits 
None of the components have assigned exposure limits. 

 
Appropriate Engineering 

Controls 
No special requirements under ordinary conditions of use and with 
adequate ventilation.  

 
Individual protection measures, such as personal protective equipment 

 
General information: Always observe good personal hygiene measures, such as washing after 

handling the material and before eating, drinking, and/or smoking. Routinely 
wash work clothing to remove contaminants. Discard contaminated 
footwear that cannot be cleaned.  

 
Eye/face protection: Wear safety glasses with side shields (or goggles).  

 
Skin Protection 

Hand Protection: Chemical resistant gloves Suitable gloves can be recommended by the 
glove supplier.  Wash hands after contact. 

 
Other: Wear a lab coat or similar protective clothing.  

 
Respiratory Protection: Respiratory protection not required.  

 
Hygiene measures: Observe good industrial hygiene practices.  
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9. Physical and chemical properties 

 
Appearance 

Physical state: No data available. 

Form: No data available. 

Color: No data available. 

Odor: No data available. 

Odor threshold: No data available. 

pH: No data available. 

Melting point/freezing point: No data available. 

Initial boiling point and boiling range: No data available. 

Flash Point: No data available. 

Evaporation rate: No data available. 

Flammability (solid, gas): No data available. 

Upper/lower limit on flammability or explosive limits 

Flammability limit - upper (%): No data available. 

Flammability limit - lower (%): No data available. 

Explosive limit - upper (%): No data available. 

Explosive limit - lower (%): No data available. 

Vapor pressure: No data available. 

Vapor density: No data available. 

Relative density: No data available. 

Solubility(ies) 

Solubility in water: No data available. 

Solubility (other): No data available. 

Partition coefficient (n-octanol/water): No data available. 

Auto-ignition temperature: No data available. 

Decomposition temperature: No data available. 

Viscosity: No data available. 
 

10. Stability and reactivity 

 
Reactivity: Stable under normal temperature conditions and recommended use.  

 
Chemical Stability: Material is stable under normal conditions.  

 
Possibility of hazardous 

reactions: 
Not known.  

 
Conditions to avoid: Avoid exposure to high temperatures or direct sunlight.  

 
Incompatible Materials: Strong oxidizers.  
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Hazardous Decomposition 
Products: 

Not known.  

 
 

11. Toxicological information 

 
General information: No data on possible toxicity effects have been found.  

 
Information on likely routes of exposure 

Ingestion: No harmful effects expected in amounts likely to be ingested by accident.  
 

Inhalation: Limited inhalation hazard at normal work temperatures.  
 

Skin Contact: Negligible irritation to skin at ambient temperatures.  
 

Eye contact: Do not get in eyes.  
 

Symptoms related to the physical, chemical and toxicological characteristics 
Ingestion: No data available. 

 
Inhalation: No data available. 

 
Skin Contact: No data available. 

 
Eye contact: No data available. 

 
Information on toxicological effects 

 
Acute toxicity (list all possible routes of exposure) 

 
Oral 

Product: No data available. 
 

Dermal 
Product: No data available. 

 
Inhalation 

Product: No data available. 
 

 
 

Repeated dose toxicity 
Product: No data available. 

 
 

Skin Corrosion/Irritation 
Product: No data available. 

 
 

Serious Eye Damage/Eye Irritation 
Product: No data available. 
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Respiratory or Skin Sensitization 

Product: No data available. 
 
 

Carcinogenicity 
Product: No data available. 

 
IARC Monographs on the Evaluation of Carcinogenic Risks to Humans: 

No carcinogenic components identified 
 

US. National Toxicology Program (NTP) Report on Carcinogens: 
No carcinogenic components identified 

 
US. OSHA Specifically Regulated Substances (29 CFR 1910.1001-1050): 

No carcinogenic components identified 
 

Germ Cell Mutagenicity 
 

In vitro 
Product: No data available. 

 
 

In vivo 
Product: No data available. 

 
 

Reproductive toxicity 
Product: No data available. 

 
 

Specific Target Organ Toxicity - Single Exposure 
Product: No data available. 

 
Specific Target Organ Toxicity - Repeated Exposure 

Product: No data available. 
 

Aspiration Hazard 
Product: No data available. 

 
 

Other effects: None known.  
 
 

12. Ecological information 

 
Ecotoxicity: 
 

Acute hazards to the aquatic environment: 
 

Fish 
Product: No negative effects on the aquatic environment are known.  



 
 

Becton, Dickinson and 
Company 
BD, Franklin Lakes, NJ 
07417  USA 
www.bd.com 

 
 

 Version: 1.0 
Last revised date: 08/28/2018 

 
 

SDS_US 7/10 

 

 
Aquatic Invertebrates 

Product: No negative effects on the aquatic environment are known.  
 

Chronic hazards to the aquatic environment: 
 

Fish 
Product: No negative effects on the aquatic environment are known.  

 
Aquatic Invertebrates 

Product: No negative effects on the aquatic environment are known.  
 

Toxicity to Aquatic Plants 
Product: No negative effects on the aquatic environment are known.  

 
Persistence and Degradability 

 
Biodegradation 

Product: Expected to be readily biodegradable.  
 

BOD/COD Ratio 
Product: No data available. 

 
 

Bioaccumulative potential 
Bioconcentration Factor (BCF) 

Product: No data available. 
 
 

Partition Coefficient n-octanol / water (log Kow) 
Product: No data available. 

 
 
 
Mobility in soil: No data available. 

 
Known or predicted distribution to environmental compartments 

 
Other adverse effects: The product is not expected to be hazardous to the environment.  

 

13. Disposal considerations 

 
General information: Dispose of waste and residues in accordance with local authority 

requirements.  
 
Disposal instructions: No specific disposal method required.  

 
Contaminated Packaging: No data available. 
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14. Transport information 

 
DOTUN Number: Not regulated. 
UN Proper Shipping Name: Not regulated. 
Transport Hazard Class(es)  

Class: Not regulated. 
Label(s): Not regulated. 

Packing Group: Not regulated. 
Marine Pollutant: Not regulated. 
Limited quantity Not regulated. 
Excepted quantity Not regulated. 

  
Special precautions for user: Not regulated. 

 
 

IMDG
UN Number: Not regulated. 
UN Proper Shipping Name: Not regulated. 
Transport Hazard Class(es)  

Class: Not regulated. 
Subsidiary risk: Not regulated. 
EmS No.: Not regulated. 

Packing Group: Not regulated. 
Environmental Hazards  

Marine Pollutant: Not regulated. 
  

Special precautions for user: Not regulated. 
 

IATA 
UN Number: Not regulated. 
Proper Shipping Name: Not regulated. 
Transport Hazard Class(es):  

Class: Not regulated. 
Subsidiary risk: Not regulated. 

Packing Group: Not regulated. 
Environmental Hazards  

Marine pollutant: Not regulated. 
 
  

Special precautions for user: Not regulated. 
 

15. Regulatory information 

 
US Federal Regulations 
 

TSCA Section 12(b) Export Notification (40 CFR 707, Subpt. D) 
None present or none present in regulated quantities. 

 
US. OSHA Specifically Regulated Substances (29 CFR 1910.1001-1050) 

None present or none present in regulated quantities. 
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CERCLA Hazardous Substance List (40 CFR 302.4): 

Chemical Identity Reportable quantity 
Phosphoric acid, sodium 
salt (1:2) 

5000 lbs.  

 
Superfund Amendments and Reauthorization Act of 1986 (SARA) 

 
Hazard categories 
Not classified 
Not classified 

 
SARA 302 Extremely Hazardous Substance 

None present or none present in regulated quantities. 
 

SARA 304 Emergency Release Notification 
Chemical Identity Reportable quantity 
Phosphoric acid, sodium 
salt (1:2) 

5000 lbs.  

 
SARA 311/312 Hazardous Chemical 

 
None present or none present in regulated quantities. 

 
SARA 313 (TRI Reporting) 

None present or none present in regulated quantities. 
 

Clean Water Act Section 311 Hazardous Substances (40 CFR 117.3) 

Chemical Identity Reportable quantity 
Phosphoric acid, sodium 
salt (1:2) 

Reportable quantity: 5000 lbs.  

 
Clean Air Act (CAA) Section 112(r) Accidental Release Prevention (40 CFR 68.130): 

None present or none present in regulated quantities. 
 
US State Regulations 

 
US. California Proposition 65 

No ingredient regulated by CA Prop 65 present. 
 

US. New Jersey Worker and Community Right-to-Know Act 

Chemical Identity 
Phosphoric acid, sodium salt (1:2) 

 
US. Massachusetts RTK - Substance List 

Chemical Identity 
Phosphoric acid, sodium salt (1:2) 

 
US. Pennsylvania RTK - Hazardous Substances 

Chemical Identity 
Phosphoric acid, sodium salt (1:2) 
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US. Rhode Island RTK 
No ingredient regulated by RI Right-to-Know Law present. 

 

16.Other information, including date of preparation or last revision 

 
 

Issue Date: 08/28/2018 
 
 

Version #: 1.0 
 
Revision Information: No data available.  

 
Further Information: No data available. 

 
Disclaimer: Disclaimer: 

The information contained herein has been obtained from various sources 
and is believed to be correct as of the date issued. However, neither BD nor 
any of its subsidiaries assumes any liabilities whatsoever for the accuracy or 
completeness of the information contained herein. Final determination of 
suitability for a particular use of any material is the sole responsibility of the 
user.   All materials may present unknown hazards and should be used with 
caution.  Although certain hazards are described herein, we cannot 
guarantee that these are the only hazards that exist.  BD provides SDS in 
electronic form so the information may be more easily accessed.  Due to the 
possibility of errors during transmission, BD makes no representations as to 
the completeness or accuracy of the information. 
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SAFETY DATA SHEET 
 

1. Identification 

Product identifier 

Product No.: Product name: 
Common name(s), synonym(s) 

WP245124JAA 
BACTEC MGIT 960 Growth 
Supplement 

 

Other means of identification 
SDS number: 088100177572 

 
Recommended use and restriction on use 

Recommended use: Laboratory Chemicals 
Restrictions on use: None known.  

 
Manufacturer/Importer/Supplier/Distributor Information 

 
Manufacturer 

 
Company Name: BD Diagnostic Systems 
Address: 7 Loveton Circle 

21152 Sparks, MD USA 
Telephone: 1 410 771 0100  or 1 800 638 8663 
Fax:  
Contact Person: Tech Services 

 
 Emergency telephone number: ChemTrec 1 800 424 9300 
 

2. Hazard(s) identification 

 
Hazard Classification 

Not classified 
 

 
Hazard Symbol: No symbol 

 
Signal Word: No signal word. 

 
Hazard Statement: Not applicable 
Precautionary 
Statements 

Not applicable  

 
 

Other hazards which do not 
result in GHS classification: 

None. 
 

 

3. Composition/information on ingredients 

 

Label Elements 
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Mixtures 
 

Chemical Identity 
Common name and 
synonyms 

CAS number Content in percent (%)* 

Ethanol  64-17-5 28.158% 

9-Octadecenoic acid (9Z)-  112-80-1 1.224% 
* All concentrations are percent by weight unless ingredient is a gas. Gas concentrations are in percent by volume. 

 

4. First-aid measures 

 
General information:  Get medical attention if symptoms occur.  

 
Ingestion:  Get medical attention if symptoms occur.  

 
Inhalation: Provide fresh air, warmth and rest, preferably in comfortable upright sitting 

position.  
 
Skin Contact: Wash contact areas with soap and water. Remove contaminated clothing. 

Launder contaminated clothing before reuse.  
 
Eye contact: Flush thoroughly with water. If irritation occurs, get medical assistance.  

 
Most important symptoms/effects, acute and delayed 

 
Symptoms: No data available. 

 
Indication of immediate medical attention and special treatment needed  

 
Treatment: No data available. 

 

5. Fire-fighting measures 

 
General Fire Hazards: Extinguish all ignition sources. Avoid sparks, flames, heat and smoking. 

Ventilate. Use water spray to keep fire-exposed containers cool.  

 
Suitable (and unsuitable) extinguishing media 

 

Suitable extinguishing 
media: 

Water spray, fog, CO2, dry chemical, or alcohol resistant foam.  

 
Unsuitable extinguishing 
media: 

None known.  

 
Specific hazards arising from 

the chemical: 
None known.  

 
Special protective equipment and precautions for firefighters 
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Special fire fighting 
procedures: 

No unusual fire or explosion hazards noted.  

 
Special protective equipment 
for fire-fighters: 

Firefighters must use standard protective equipment including flame 
retardant coat, helmet with face shield, gloves, rubber boots, and in 
enclosed spaces, SCBA.  

 

6. Accidental release measures 

 
Personal precautions, 

protective equipment and 
emergency procedures: 

No special precautionary health measures should be needed under 
anticipated conditions of use.  

 
Methods and material for 

containment and cleaning 
up: 

No specific clean-up procedure noted.  

 
Environmental Precautions: Avoid release to the environment.  

 

7. Handling and storage 

 
Precautions for safe handling: When using do not eat, drink or smoke. Read and follow manufacturer's 

recommendations. Use personal protective equipment as required.  
 
Conditions for safe storage, 

including any 
incompatibilities: 

Store in a cool, dry place. Keep container tightly closed.  

 

8. Exposure controls/personal protection 

 
Control Parameters 

Occupational Exposure Limits 

Chemical Identity Type Exposure Limit Values Source 

Ethanol TWA 1,000 ppm 1,900 mg/m3 US. OSHA Table Z-1-A (29 CFR 1910.1000) 
(1989) 

 TWA 1,000 ppm 1,900 mg/m3 US. Tennessee. OELs. Occupational Exposure 
Limits, Table Z1A (06 2008) 

 AN ESL  1,000 ppb US. Texas. Effects Screening Levels (Texas 
Commission on Environmental Quality) (12 
2010) 

 ST ESL  10,000 ppb US. Texas. Effects Screening Levels (Texas 
Commission on Environmental Quality) (12 
2010) 

 AN ESL  1,880 µg/m3 US. Texas. Effects Screening Levels (Texas 
Commission on Environmental Quality) (12 
2010) 

 ST ESL  18,800 
µg/m3 

US. Texas. Effects Screening Levels (Texas 
Commission on Environmental Quality) (12 
2010) 

 TWA PEL 1,000 ppm 1,900 mg/m3 US. California Code of Regulations, Title 8, 
Section 5155. Airborne Contaminants (08 
2010) 

 STEL 1,000 ppm   US. ACGIH Threshold Limit Values (12 2010) 
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 REL 1,000 ppm 1,900 mg/m3 US. NIOSH: Pocket Guide to Chemical 
Hazards (2005) 

 PEL 1,000 ppm 1,900 mg/m3 US. OSHA Table Z-1 Limits for Air 
Contaminants (29 CFR 1910.1000) (02 2006) 

 
Appropriate Engineering 

Controls 
No special requirements under ordinary conditions of use and with 
adequate ventilation.  

 
Individual protection measures, such as personal protective equipment 

 
General information: Always observe good personal hygiene measures, such as washing after 

handling the material and before eating, drinking, and/or smoking. Routinely 
wash work clothing to remove contaminants. Discard contaminated 
footwear that cannot be cleaned.  

 
Eye/face protection: Wear safety glasses with side shields (or goggles).  

 
Skin Protection 

Hand Protection: Chemical resistant gloves Suitable gloves can be recommended by the 
glove supplier.  Wash hands after contact. 

 
Other: Wear a lab coat or similar protective clothing.  

 
Respiratory Protection: Respiratory protection not required.  

 
Hygiene measures: Observe good industrial hygiene practices.  

 

9. Physical and chemical properties 

 
Appearance 

Physical state: solid  

Form: Solid or Flake  

Color: No data available. 

Odor: No data available. 

Odor threshold: No data available. 

pH: No data available.  

Melting point/freezing point:  No data available.  

Initial boiling point and boiling range:  No data available.  

Flash Point:  Not applicable  

Evaporation rate: No data available. 

Flammability (solid, gas): No data available. 

Upper/lower limit on flammability or explosive limits 

Flammability limit - upper (%): No data available. 

Flammability limit - lower (%): No data available. 

Explosive limit - upper (%): No data available. 

Explosive limit - lower (%): No data available. 

Vapor pressure:  No data available.  

Vapor density: No data available. 



 
 

Becton, Dickinson and 
Company 
BD, Franklin Lakes, NJ 
07417  USA 
www.bd.com 

 
 

 Version: 3.1 
Last revised date: 08/28/2018 

 
 

SDS_US 5/12 

 

Relative density:  No data available.  

Solubility(ies) 

Solubility in water: Completely Soluble  

Solubility (other): Water.: No data available.  

Partition coefficient (n-octanol/water):  No data available. 

Auto-ignition temperature: No data available. 

Decomposition temperature: No data available. 

Viscosity: Not determined.  
 

10. Stability and reactivity 

 
Reactivity: Stable under normal temperature conditions and recommended use.  

 
Chemical Stability: Material is stable under normal conditions.  

 
Possibility of hazardous 

reactions: 
Not known.  

 
Conditions to avoid: Avoid exposure to high temperatures or direct sunlight.  

 
Incompatible Materials: Strong oxidizers.  

 
Hazardous Decomposition 

Products: 
Not known.  

 
 

11. Toxicological information 

 
General information: No data on possible toxicity effects have been found.  

 
Information on likely routes of exposure 

Ingestion: No harmful effects expected in amounts likely to be ingested by accident.  
 

Inhalation: Limited inhalation hazard at normal work temperatures.  
 

Skin Contact: Negligible irritation to skin at ambient temperatures.  
 

Eye contact: Do not get in eyes.  
 

Symptoms related to the physical, chemical and toxicological characteristics 
Ingestion: No data available. 

 
Inhalation: No data available. 

 
Skin Contact: No data available. 

 
Eye contact: No data available. 
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Information on toxicological effects 
 

Acute toxicity (list all possible routes of exposure) 
 

Oral 
Product: No data available. 

 
Dermal 

Product: No data available. 
 

Inhalation 
Product: No data available. 

 
 
 

Repeated dose toxicity 
Product: No data available. 

 
Specified substance(s): 

Ethanol Based on available data, the classification criteria are not met.  
LOAEL (Rat(Female, Male), Inhalation, 7,318 - 7,496 h): 1.3 mg/l Inhalation 
Read-across from supporting substance (structural analogue or surrogate), 
Weight of Evidence study  
NOAEL (Guinea pig, Inhalation, 10.5 Weeks): 3,000 ppm(m) Inhalation 
Experimental result, Supporting study  
LOAEL (Rat(Male), Inhalation, 1 - 6 Weeks): 13.3 mg/l Inhalation Read-
across from supporting substance (structural analogue or surrogate), 
Supporting study  
LOAEL (Monkey, Inhalation, 5 - 20 d): 3.99 mg/l Inhalation Read-across 
from supporting substance (structural analogue or surrogate), Supporting 
study  

 
Skin Corrosion/Irritation 

Product: No data available. 
 

Specified substance(s): 
Ethanol  

in vivo (Rabbit): Not irritant Experimental result, Key study  

  

 
Serious Eye Damage/Eye Irritation 

Product: No data available. 
 

Specified substance(s): 
Ethanol in vivo (Rabbit, 24 - 72 hrs): Not irritating EU  

 
Respiratory or Skin Sensitization 

Product: No data available. 
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Specified substance(s): 
Ethanol Based on available data, the classification criteria are not met.  

Skin sensitization:, in vivo (Guinea pig): Non sensitising  
 

Carcinogenicity 
Product: No data available. 
Specified substance(s): 
Ethanol Based on available data, the classification criteria are not met.  

 
IARC Monographs on the Evaluation of Carcinogenic Risks to Humans: 

No carcinogenic components identified 
 

US. National Toxicology Program (NTP) Report on Carcinogens: 
No carcinogenic components identified 

 
US. OSHA Specifically Regulated Substances (29 CFR 1910.1001-1050): 

No carcinogenic components identified 
 

Germ Cell Mutagenicity 
 

In vitro 
Product: No data available. 

 
Specified substance(s): 
Ethanol Based on available data, the classification criteria are not met.  

 
In vivo 

Product: No data available. 
 

Specified substance(s): 
Ethanol Based on available data, the classification criteria are not met.  

 
Reproductive toxicity 

Product: No data available. 
 

Specified substance(s): 
Ethanol Based on available data, the classification criteria are not met.  

 
Specific Target Organ Toxicity - Single Exposure 

Product: No data available. 
Specified substance(s): 
Ethanol Based on available data, the classification criteria are not met.  

 
Specific Target Organ Toxicity - Repeated Exposure 

Product: No data available. 
Specified substance(s): 
Ethanol Based on available data, the classification criteria are not met.  

 
Aspiration Hazard 

Product: No data available. 
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Other effects: None known.  
 
 

12. Ecological information 

 
Ecotoxicity: 
 

Acute hazards to the aquatic environment: 
 

Fish 
Product: No negative effects on the aquatic environment are known.  

 
Aquatic Invertebrates 

Product: No negative effects on the aquatic environment are known.  
 

Chronic hazards to the aquatic environment: 
 

Fish 
Product: No negative effects on the aquatic environment are known.  

 
Aquatic Invertebrates 

Product: No negative effects on the aquatic environment are known.  
 

Toxicity to Aquatic Plants 
Product: No negative effects on the aquatic environment are known.  

 
Persistence and Degradability 

 
Biodegradation 

Product: Expected to be readily biodegradable.  
 

BOD/COD Ratio 
Product: No data available. 

 
 

Bioaccumulative potential 
Bioconcentration Factor (BCF) 

Product: No data available. 
 

Specified substance(s): 
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Ethanol Potential to bioaccumulate is low.  
Cyprinus carpio, Bioconcentration Factor (BCF): 4.5 Aquatic sediment Read-
across from supporting substance (structural analogue or surrogate), 
Supporting study  
Cyprinus carpio, Bioconcentration Factor (BCF): 3 Aquatic sediment Read-
across from supporting substance (structural analogue or surrogate), 
Supporting study  
Leuciscus idus, Bioconcentration Factor (BCF): 0.2 Aquatic sediment Read-
across from supporting substance (structural analogue or surrogate), Not 
specified  
Cyprinus carpio, Bioconcentration Factor (BCF): 1 Aquatic sediment Read-
across from supporting substance (structural analogue or surrogate), 
Supporting study  

 
Partition Coefficient n-octanol / water (log Kow) 

Product: Log Kow:  No data available. 
 
 
Mobility in soil: No data available. 

 
Known or predicted distribution to environmental compartments 
Ethanol soil - Very mobile liquid  
9-Octadecenoic acid (9Z)- No data available. 

 
Other adverse effects: The product is not expected to be hazardous to the environment.  

 

13. Disposal considerations 

 
General information: Dispose of waste and residues in accordance with local authority 

requirements.  
 
Disposal instructions: No specific disposal method required.  

 
Contaminated Packaging: No data available. 

 

14. Transport information 

 
DOTUN Number: Not regulated. 
UN Proper Shipping Name: Not regulated. 
Transport Hazard Class(es)  

Class: Not regulated. 
Label(s): Not regulated. 

Packing Group: Not regulated. 
Marine Pollutant: Not regulated. 
Limited quantity Not regulated. 
Excepted quantity Not regulated. 

  
Special precautions for user: Not regulated. 
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IMDG
UN Number: Not regulated. 
UN Proper Shipping Name: Not regulated. 
Transport Hazard Class(es)  

Class: Not regulated. 
Subsidiary risk: Not regulated. 
EmS No.: Not regulated. 

Packing Group: Not regulated. 
Environmental Hazards  

Marine Pollutant: Not regulated. 
  

Special precautions for user: Not regulated. 
 

IATA 
UN Number: Not regulated. 
Proper Shipping Name: Not regulated. 
Transport Hazard Class(es):  

Class: Not regulated. 
Subsidiary risk: Not regulated. 

Packing Group: Not regulated. 
Environmental Hazards  

Marine pollutant: Not regulated. 
 
  

Special precautions for user: Not regulated. 
 

15. Regulatory information 

 
US Federal Regulations 
 

TSCA Section 12(b) Export Notification (40 CFR 707, Subpt. D) 
None present or none present in regulated quantities. 

 
US. OSHA Specifically Regulated Substances (29 CFR 1910.1001-1050) 

None present or none present in regulated quantities. 
 

CERCLA Hazardous Substance List (40 CFR 302.4): 

Chemical Identity Reportable quantity 
Ethanol 100 lbs.  

 
Superfund Amendments and Reauthorization Act of 1986 (SARA) 

 
Hazard categories 
Not classified 
Not classified 

 
SARA 302 Extremely Hazardous Substance 

None present or none present in regulated quantities. 
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SARA 304 Emergency Release Notification 
Chemical Identity Reportable quantity 
Ethanol 100 lbs.  

 
SARA 311/312 Hazardous Chemical 
Chemical Identity Threshold Planning Quantity 
Ethanol 10000 lbs 
9-Octadecenoic acid (9Z)- 10000 lbs 

 
SARA 313 (TRI Reporting) 

None present or none present in regulated quantities. 
 

Clean Water Act Section 311 Hazardous Substances (40 CFR 117.3) 
None present or none present in regulated quantities. 

 
Clean Air Act (CAA) Section 112(r) Accidental Release Prevention (40 CFR 68.130): 

None present or none present in regulated quantities. 
 
US State Regulations 

 
US. California Proposition 65 

 
US. New Jersey Worker and Community Right-to-Know Act 

Chemical Identity 
Ethanol 

 
US. Massachusetts RTK - Substance List 

Chemical Identity 
Ethanol 

 
US. Pennsylvania RTK - Hazardous Substances 

Chemical Identity 
Ethanol 
9-Octadecenoic acid (9Z)- 

 
US. Rhode Island RTK 

Chemical Identity 
Ethanol 
9-Octadecenoic acid (9Z)- 

 

16.Other information, including date of preparation or last revision 

 
 

Issue Date: 08/28/2018 
 
 

Version #: 3.1 
 
Revision Information: No data available.  

 
Further Information: No data available. 
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Disclaimer: Disclaimer: 

The information contained herein has been obtained from various sources 
and is believed to be correct as of the date issued. However, neither BD nor 
any of its subsidiaries assumes any liabilities whatsoever for the accuracy or 
completeness of the information contained herein. Final determination of 
suitability for a particular use of any material is the sole responsibility of the 
user.   All materials may present unknown hazards and should be used with 
caution.  Although certain hazards are described herein, we cannot 
guarantee that these are the only hazards that exist.  BD provides SDS in 
electronic form so the information may be more easily accessed.  Due to the 
possibility of errors during transmission, BD makes no representations as to 
the completeness or accuracy of the information. 

 
 



B 	BBL MGIT
	 �Mycobacteria Growth Indicator Tube, OADC Enrichment, PANTA Antibiotic Mixture

8809501JAA
(2005/11)

Русский
Ïàòåíò ÑØÀ 5 567 598

Ïàòåíò Àâñòðàëèè 647609
Ïàòåíò ßïîíèè 2052011

Åâðîïåéñêèé ïàòåíò EP 0 509 791 B1
íàçíà×åíèå

BBL MGIT Mycobacteria Growth Indicator Tube (Ïðîáèðêà ñ èíäèêàòîðîì ðîñòà ìèêîáàêòåðèé), ïîñòàâëÿåìàÿ ñ îáîãàùàþùåé 
äîáàâêîé BBL MGIT OADC Enrichment è BBL MGIT PANTA antibiotic mixture (Ñìåñü àíòèáèîòèêîâ), èñïîëüçóåìîé ïðè íåîáõîäèìîñòè, 
ïðåäíàçíà÷åíà äëÿ îáíàðóæåíèÿ è âûäåëåíèÿ ìèêîáàêòåðèé. Ê äîïóñòèìûì òèïàì îáðàçöîâ îòíîñÿòñÿ ôåðìåíòèðîâàííûå è 
äåêîíòàìèíèðîâàííûå êëèíè÷åñêèå îáðàçöû (çà èñêëþ÷åíèåì ìî÷è) è ñòåðèëüíûå áèîëîãè÷åñêèå æèäêîñòè (çà èñêëþ÷åíèåì êðîâè).

ÊÐÀÒÊÈÉ ÎÁÇÎÐ È ÎÏÈÑÀÍÈÅ

Â ïåðèîä ñ 1985 äî 1992 ãã. ÷èñëî çàðåãèñòðèðîâàííûõ êëèíè÷åñêèõ ñëó÷àåâ òóáåðêóëåçà âîçðîñëî íà 18 %. Îò òóáåðêóëåçà â ìèðå 
åæåãîäíî óìèðàåò îêîëî 3 ìëí. ÷åëîâåê, ÷òî ñòàâèò åãî íà ïåðâîå ìåñòî ñðåäè âñåõ èíôåêöèîííûõ çàáîëåâàíèé, ÿâëÿþùèõñÿ ïðè÷èíîé 
ñìåðòè.1 Íàáëþäåíèå çà áîëüíûìè ÂÈ× â ïåðèîä ñ 1981 ïî 1987 ãã. ïîêàçàëî, ÷òî 5,5 % ïàöèåíòîâ ñ ÂÈ× ñòðàäàþò äèññåìèíèðîâàííûìè 
ôîðìàìè íåòóáåðêóëåçíîé ìèêîáàêòåðèàëüíîé èíôåêöèè (íàïðèìåð, âûçâàííîé êîìïëåêñîì Mycobacterium avium). Ê 1990 ã. âîçðîñøàÿ 
çàáîëåâàåìîñòü äèññåìèíèðîâàííîé íåòóáåðêóëåçíîé ìèêîáàêòåðèàëüíîé èíôåêöèåé äîñòèãëà ñóììàðíîãî ïîêàçàòåëÿ 7,6 %.2 Ïîìèìî 
âîçîáíîâëåíèÿ àêòèâíîñòè òóáåðêóëåçà, ñåðüåçíîé ïðîáëåìîé ñòàë òóáåðêóëåç ñî ìíîæåñòâåííîé ëåêàðñòâåííîé óñòîé÷èâîñòüþ (ÒÁ 
ÌËÓ). Çàäåðæêè, âûçâàííûå íåîáõîäèìîñòüþ ëàáîðàòîðíîãî âûðàùèâàíèÿ, èäåíòèôèêàöèè è ñîñòàâëåíèÿ îò÷åòîâ î ñëó÷àÿõ ÒÁ ÌËÓ, 
ñïîñîáñòâîâàëè, ïî êðàéíåé ìåðå îò÷àñòè, ðàñïðîñòðàíåíèþ çàáîëåâàíèÿ.3

Öåíòðû ïî êîíòðîëþ è ïðîôèëàêòèêå çàáîëåâàíèé ÑØÀ (CDC) ðåêîìåíäîâàëè ïðèëîæèòü âñå óñèëèÿ äëÿ ïåðåâîäà ëàáîðàòîðèé íà 
ñàìûå áûñòðûå è äîñòóïíûå ìåòîäèêè äèàãíîñòè÷åñêèõ òåñòîâ íà ìèêîáàêòåðèàëüíóþ èíôåêöèþ. Â ÷èñëî ýòèõ ðåêîìåíäàöèé âõîäèëî 
èñïîëüçîâàíèå êàê æèäêèõ, òàê è òâåðäûõ ïèòàòåëüíûõ ñðåä äëÿ êóëüòèâèðîâàíèÿ ìèêîáàêòåðèé.3

Ïðîáèðêà MGIT Mycobacteria Growth Indicator Tube ñîäåðæèò 4 ìë ìîäèôèöèðîâàííîé áóëüîííîé ñðåäû Ìèääëáðóêà Middlebrook 7H9 
Broth.4,5 Ïîëíûé êîìïëåêñ ñðåäû âìåñòå ñ 0,5 ìë ïèòàòåëüíîé äîáàâêè OADC è 0,1 ìë ñìåñè àíòèáèîòèêîâ PANTA antibiotic mixture 
ÿâëÿåòñÿ îäíîé èç íàèáîëåå ÷àñòî èñïîëüçóåìûõ æèäêèõ ñðåä äëÿ êóëüòèâèðîâàíèÿ ìèêîáàêòåðèé.

Êëèíè÷åñêèå îáðàçöû âñåõ òèïîâ  êàê ëåãî÷íûå, òàê è âíåëåãî÷íûå (çà èñêëþ÷åíèåì êðîâè è ìî÷è)  ìîãóò áûòü îáðàáîòàíû äëÿ 
ïåðâè÷íîãî âûäåëåíèÿ â ïðîáèðêå MGIT ñ èñïîëüçîâàíèåì òðàäèöèîííûõ ìåòîäîâ.6 Îáðàáîòàííûé îáðàçåö çàñåèâàþò â ïðîáèðêó 
MGIT, èíêóáèðóþò è, íà÷èíàÿ ñî âòîðîãî äíÿ, åæåäíåâíî ñ÷èòûâàþò ïîêàçàíèÿ ñ ïîìîùüþ äëèííîâîëíîâîãî ÓÔ-èçëó÷åíèÿ. Ê ìîìåíòó 
îáíàðóæåíèÿ ïîëîæèòåëüíîãî ðåçóëüòàòà â ïðîáèðêå áóäóò ïðèñóòñòâîâàòü îêîëî 104  107 ÊÎÅ/ìë ìèêîáàêòåðèé.

ÏÐÈÍÖÈÏÛ ÌÅÒÎÄÈÊÈ

Â ñèëèêîí íà äíå ïðîáèðîê 16 x 100 ìì ñ çàêðóãëåííûì äíîì ââåäåí ôëóîðåñöåíòíûé êîìïîíåíò. Ôëóîðåñöåíòíûé êîìïîíåíò 
÷óâñòâèòåëåí ê ïðèñóòñòâèþ êèñëîðîäà, ðàñòâîðåííîãî â áóëüîíå. Ïåðâîíà÷àëüíî áîëüøîå êîëè÷åñòâî ðàñòâîðåííîãî êèñëîðîäà ãàñèò 
âûäåëåíèÿ ýòîãî âåùåñòâà, è îáíàðóæèâàåòñÿ ëèøü íåáîëüøàÿ ôëóîðåñöåíöèÿ. Â äàëüíåéøåì àêòèâíî äûøàùèå ìèêðîîðãàíèçìû 
ïîòðåáëÿþò êèñëîðîä, è ôëóîðåñöåíöèÿ ñòàíîâèòñÿ çàìåòíîé è ìîæåò áûòü îáíàðóæåíà ñ ïîìîùüþ ÓÔ-òðàíñèëëþìèíàòîðà ñ äëèíîé 
âîëíû èçëó÷åíèÿ 365 íì èëè ñ ïîìîùüþ äëèííîâîëíîâîãî ÓÔ-èçëó÷åíèÿ (ëàìïà Âóäà). Ðîñò ìîæåò áûòü òàêæå îáíàðóæåí ïî ïðèñóòñòâèþ 
íåãîìîãåííîé ìóòíîñòè, ìåëêèõ ÷àñòèö èëè õëîïüåâ â ñðåäå êóëüòóðû.

Êîìïîíåíòû ñðåäû  ýòî âåùåñòâà, íåîáõîäèìûå äëÿ áûñòðîãî ðîñòà ìèêîáàêòåðèé. Îëåèíîâàÿ êèñëîòà ïîòðåáëÿåòñÿ òóáåðêóëåçíûìè 
áàöèëëàìè è èãðàåò âàæíóþ ðîëü â ìåòàáîëèçìå ìèêîáàêòåðèé. Àëüáóìèí ñëóæèò çàùèòíûì êîìïîíåíòîì, ñâÿçûâàþùèì ñâîáîäíûå 
æèðíûå êèñëîòû, êîòîðûå ìîãóò áûòü òîêñè÷íûìè äëÿ îðãàíèçìîâ Mycobacterium, è òàêèì îáðàçîì ñïîñîáñòâóåò èõ âûäåëåíèþ. Äåêñòðîçà 
ÿâëÿåòñÿ èñòî÷íèêîì ýíåðãèè. Êàòàëàçà ðàçðóøàåò òîêñè÷íûå ïåðîêñèäû, êîòîðûå ìîãóò ïðèñóòñòâîâàòü â ñðåäå.

Óðîâåíü çàãðÿçíåíèÿ ìîæåò áûòü ñíèæåí ïóòåì ââåäåíèÿ â ñìåñü îñíîâû BBL MGIT è ïèòàòåëüíîé äîáàâêè BBL MGIT OADC ñìåñè 
àíòèáèîòèêîâ BBL MGIT PANTA antibiotic mixture ïåðåä çàñåèâàíèåì áóëüîíà êëèíè÷åñêèì îáðàçöîì.

ÐÅÀÃÅÍÒÛ

Ïðîáèðêà BBL MGIT Mycobacteria Growth Indicator Tube ñîäåðæèò: 110 ìêë ôëóîðåñöåíòíîãî èíäèêàòîðà è 4 ìë áóëüîíà. Èíäèêàòîð 
ñîäåðæèò ïåíòàãèäðàò òðèñ (4,7-äèôåíèë-1,10-ôåíàíòðîëèí) ðóòåíèÿ õëîðèäà â ñèëèêîíîâîé îñíîâå. Ïðîáèðêè çàïîëíåíû 10 % CO2 è 
çàêðûòû ïîëèïðîïèëåíîâûìè êðûøêàìè.

	 Ïðèáëèçèòåëüíàÿ ðåöåïòóðà* íà ëèòð î÷èùåííîé âîäû

	 Ìîäèôèöèðîâàííàÿ îñíîâà áóëüîííîé ñðåäû Ìèääëáðóêà 7H9....... 5,9 	 ã
	 Êàçåèíïåïòîí ......................................................................................... 1,25	ã

BBL MGIT OADC ñîäåðæèò 15 ìë îáîãàùàþùåé äîáàâêè Middlebrook OADC.

	 Ïðèáëèçèòåëüíàÿ ðåöåïòóðà* íà ëèòð î÷èùåííîé âîäû

	 Àëüáóìèí áû÷üåé ñûâîðîòêè............................50,0 ã 	 Êàòàëàçà.................................................. 0,03 ã
	 Äåêñòðîçà...........................................................20,0 ã	 Îëåèíîâàÿ êèñëîòà ................................ 0,6 	 ã

Ôëàêîí BBL MGIT PANTA ñîäåðæèò ëèîôèëèçèðîâàííóþ ñìåñü ïðîòèâîìèêðîáíûõ ïðåïàðàòîâ.

	 Ïðèáëèçèòåëüíàÿ ðåöåïòóðà* íà ôëàêîí ëèîôèëèçèðîâàííîãî ðåàãåíòà PANTA

	 Ïîëèìèêñèí Â ............................................... 6 000 åäèíèö 	 Òðèìåòîïðèì ...........................................600 ìêã
	 Àìôîòåðèöèí Â ............................................... 600 ìêã	 Àçëîöèëëèí..............................................600 ìêã
	 Íàëèäèêñîâàÿ êèñëîòà ................................ 2 400 ìêã

*Ïðè íåîáõîäèìîñòè èçìåíÿåòñÿ è/èëè äîïîëíÿåòñÿ äëÿ ñîîòâåòñòâèÿ êðèòåðèÿì ýôôåêòèâíîñòè.

Èíñòðóêöèè ïî ïðèìåíåíèþ. Âîññòàíàâëèâàþò ëèîôèëèçèðîâàííûé ôëàêîí ñìåñè àíòèáèîòèêîâ BBL MGIT PANTA antibiotic mixture 
3 ìë ñòåðèëüíîé äèñòèëëèðîâàííîé èëè äåèîíèçèðîâàííîé âîäû.

Ìåðû ïðåäîñòîðîæíîñòè. Äëÿ äèàãíîñòè÷åñêîãî èñïîëüçîâàíèÿ â óñëîâèÿõ in vitro.

Â îáðàçöàõ ìîãóò ïðèñóòñòâîâàòü ïàòîãåííûå ìèêðîîðãàíèçìû, â òîì ÷èñëå âèðóñ ãåïàòèòà B è âèðóñ èììóíîäåôèöèòà 
÷åëîâåêà (ÂÈ×). Ïðè ðàáîòå ñ ëþáûìè ïðåäìåòàìè, çàãðÿçíåííûìè êðîâüþ è äðóãèìè áèîëîãè÷åñêèìè æèäêîñòÿìè, ñëåäóåò 
ñîáëþäàòü óíèâåðñàëüíûå ìåðû ïðåäîñòîðîæíîñòè1,2.

Ïðè ðàáîòå ñ Mycobacterium tuberculosis, âûðàùåííûìè â êóëüòóðå, ðåêîìåíäóåòñÿ èñïîëüçîâàòü îáîðóäîâàíèå è èíñòðóìåíòû äëÿ 
áèîëîãè÷åñêîé çàùèòû, à òàêæå ïðèìåíÿòü ìåðû áèîëîãè÷åñêîé áåçîïàñíîñòè 3 óðîâíÿ.6

Ïåðåä èñïîëüçîâàíèåì íåîáõîäèìî îñìîòðåòü âñå ïðîáèðêè MGIT íà ïðåäìåò ïðèçíàêîâ çàãðÿçíåíèÿ èëè ïîâðåæäåíèÿ. Âñå ïðîáèðêè ñ 
ïîäîçðèòåëüíûìè âíåøíèìè ïðèçíàêàìè, â òîì ÷èñëå ñ çàìåòíîé ôëóîðåñöåíöèåé äî èñïîëüçîâàíèÿ, íåîáõîäèìî óòèëèçèðîâàòü.

Ïðîáèðêè, ïîäâåðãàâøèåñÿ ïàäåíèþ, íåîáõîäèìî òùàòåëüíî îñìîòðåòü. Ïðè îáíàðóæåíèè ïîâðåæäåíèé ïðîáèðêó ñëåäóåò óòèëèçèðîâàòü.

Íàáëþäàÿ çà ôëóîðåñöåíöèåé, íàäåâàéòå î÷êè, çàùèùàþùèå îò ÓÔ-èçëó÷åíèÿ, è èñïîëüçóéòå òîëüêî äëèííîâîëíîâîå èçëó÷åíèå 
(365 íì). ÍÅ ÈÑÏÎËÜÇÓÉÒÅ ÊÎÐÎÒÊÎÂÎËÍÎÂÎÅ ÓÔ-ÈÇËÓ×ÅÍÈÅ ÄËß Ñ×ÈÒÛÂÀÍÈß ÏÎÊÀÇÀÍÈÉ ÏÐÎÁÈÐÎÊ.

Ïåðåä óòèëèçàöèåé âûïîëíÿéòå àâòîêëàâèðîâàíèå âñåõ çàñåÿííûõ ïðîáèðîê MGIT.

UСм. глоссарий символов в конце вкладыша.
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Õðàíåíèå ðåàãåíòîâ. Ïðîáèðêè BBL MGIT Mycobacteria Growth Indicator Tube: ïîñëå ïîëó÷åíèÿ õðàíèòå ïðè òåìïåðàòóðå 2  25 °C. ÍÅ 
ÇÀÌÎÐÀÆÈÂÀÉÒÅ. Ñâåäèòå ê ìèíèìóìó âîçäåéñòâèå ñâåòà. Áóëüîí äîëæåí áûòü ïðîçðà÷íûì è áåñöâåòíûì. Íå èñïîëüçóéòå åãî, åñëè 
îí ìóòíûé. Ïðîáèðêè MGIT, õðàíÿùèåñÿ â óêàçàííûõ óñëîâèÿõ, ìîãóò áûòü çàñåÿíû â ëþáîå âðåìÿ äî äàòû çàâåðøåíèÿ ñðîêà ãîäíîñòè è 
èíêóáèðîâàíû íà ñðîê äî âîñüìè íåäåëü.

BBL MGIT OADC: ïîñëå ïîëó÷åíèÿ õðàíèòå â òåìíîòå ïðè òåìïåðàòóðå 2  8 °C. Èçáåãàéòå çàìîðàæèâàíèÿ èëè ïåðåãðåâàíèÿ. Îòêðûâàéòå 
íåïîñðåäñòâåííî ïåðåä èñïîëüçîâàíèåì. Ñâåäèòå ê ìèíèìóìó âîçäåéñòâèå ñâåòà.

Ñìåñü àíòèáèîòèêîâ BBL MGIT PANTA antibiotic mixture: ïîñëå ïîëó÷åíèÿ õðàíèòå ëèîôèëèçèðîâàííûå ôëàêîíû ïðè òåìïåðàòóðå 
2  8° C. Ïîñëå âîññòàíîâëåíèÿ ñìåñü PANTA ïðèãîäíà ê èñïîëüçîâàíèþ â òå÷åíèå 72 ÷ â óñëîâèÿõ õðàíåíèÿ ïðè òåìïåðàòóðå 2  8 °C 
èëè äî 6 ìåñÿöåâ ïðè òåìïåðàòóðå -20 °C èëè íèæå. Ïîñëå ðàçìîðàæèâàíèÿ ñìåñü PANTA íåîáõîäèìî èñïîëüçîâàòü íåìåäëåííî. 
Óòèëèçèðóéòå íåèñïîëüçîâàííóþ ÷àñòü.

ÂÇssÒÈÅ ÎÁÐÀÇÖÎÂ

Âñå îáðàçöû ñëåäóåò ñîáèðàòü è òðàíñïîðòèðîâàòü â ñîîòâåòñòâèè ñ ðåêîìåíäàöèÿìè CDC, Clinical Microbiology Procedures Handbook 
(Ðóêîâîäñòâî ïî êëèíè÷åñêèì ìèêðîáèîëîãè÷åñêèì ïðîöåäóðàì) èëè ðóêîâîäñòâîì ïî ïðîöåäóðàì ëàáîðàòîðèè.6,8

ÔÅÐÌÅÍÒÀÖÈss, ÄÅÊÎÍÒÀÌÈÍÀÖÈss È ÊÎÍÖÅÍÒÐÀÖÈss

Îáðàçöû èç ðàçëè÷íûõ ó÷àñòêîâ òåëà íåîáõîäèìî ïîäãîòîâèòü ê ïîñåâó â ïðîáèðêè MGIT ñëåäóþùèì îáðàçîì.

ÌÎÊÐÎÒÀ. Îáðàçöû íåîáõîäèìî îáðàáîòàòü ñ ïîìîùüþ ìåòîäà NALC-NaOH ïî ðåêîìåíäàöèÿì CDC Public Health Mycobacteriology: 
A Guide for the Level III Laboratory (Ìèêîáàêòåðèîëîãèÿ â çäðàâîîõðàíåíèè: ðóêîâîäñòâî äëÿ ëàáîðàòîðèé óðîâíÿ III).6 Â êà÷åñòâå 
àëüòåðíàòèâû äëÿ îáðàáîòêè ìèêîáàêòåðèîëîãè÷åñêèõ îáðàçöîâ èñïîëüçóéòå êîìïëåêò BBL MycoPrep (ñì. ðàçäåë «Íàëè÷èå»).

ÆÅËÓÄÎ×ÍÛÅ ÀÑÏÈÐÀÒÛ. Îáðàçöû ñëåäóåò äåêîíòàìèíèðîâàòü àíàëîãè÷íî ìîêðîòå. Åñëè îáúåì îáðàçöà ïðåâûøàåò 10 ìë, åãî 
êîíöåíòðèðóþò öåíòðèôóãèðîâàíèåì. Ðàñòâîðÿþò îñàäîê â ñòåðèëüíîé âîäå îáúåìîì îêîëî 5 ìë, à çàòåì âûïîëíÿþò äåêîíòàìèíàöèþ. 
Äîáàâëÿþò íåìíîãî ïîðîøêà NALC (50  100 ìã), åñëè îáðàçåö ñëèøêîì ãóñòîé èëè ñëèçåïîäîáíûé. Ïîñëå äåêîíòàìèíàöèè ñíîâà 
êîíöåíòðèðóþò ïåðåä ïîñåâîì â ïðîáèðêó MGIT.

ÁÈÎËÎÃÈ×ÅÑÊÈÅ ÆÈÄÊÎÑÒÈ (öåðåáðîñïèíàëüíàÿ æèäêîñòü, ñèíîâèàëüíàÿ æèäêîñòü, ïëåâðàëüíûé âûïîò è ò. ï.). Îáðàçöû, ïîëó÷åííûå 
ñ ñîáëþäåíèåì ïðàâèë àñåïòèêè è íå âûçûâàþùèå ïîäîçðåíèé î ïðèñóòñòâèè äðóãèõ áàêòåðèé, ìîæíî çàñåèâàòü áåç äåêîíòàìèíàöèè. 
Åñëè îáúåì îáðàçöà áîëüøå 10 ìë, åãî êîíöåíòðèðóþò öåíòðèôóãèðîâàíèåì ïðè 3000 x g â òå÷åíèå 15 ìèí. Ñëèâàþò íàäîñàäî÷íóþ 
æèäêîñòü. Çàñåâàþò ïðîáèðêó MGIT îñàäêîì. Îáðàçöû, äëÿ êîòîðûõ èìåþòñÿ ïîäîçðåíèÿ î íàëè÷èè äðóãèõ áàêòåðèé, íåîáõîäèìî 
äåêîíòàìèíèðîâàòü. 

ÒÊÀÍÈ. Îáðàçöû òêàíåé íåîáõîäèìî îáðàáîòàòü â ñîîòâåòñòâèè ñ ðåêîìåíäàöèÿìè CDC Public Health Mycobacteriology: A Guide for the 
Level III Laboratory (Ìèêîáàêòåðèîëîãèÿ â çäðàâîîõðàíåíèè: ðóêîâîäñòâî äëÿ ëàáîðàòîðèé óðîâíÿ III).6

ÑÒÓË. Ðàñòâîðÿþò 1 ã êàëà â 5 ìë áóëüîíà Ìèääëáðóêà. Âñòðÿõèâàþò ñóñïåíçèþ íà âèõðåâîé ìåøàëêå â òå÷åíèå 5 ñ. Ïîñëå ýòîãî 
âûïîëíÿþò ïðîöåäóðó NALC-NaOH â ñîîòâåòñòâèè ñ ðåêîìåíäàöèÿìè CDC Public Health Mycobacteriology: A Guide for the Level III 
Laboratory (Ìèêîáàêòåðèîëîãèÿ â çäðàâîîõðàíåíèè: ðóêîâîäñòâî äëÿ ëàáîðàòîðèé óðîâíÿ III).6

ÌÅÒÎÄÈÊÀ

Ïðåäîñòàâëåííûå ìàòåðèàëû. Ïðîáèðêè BBL MGIT Mycobacteria Growth Indicator Tube, 4 ìë, â óïàêîâêàõ ïî 25 è 100 ïðîáèðîê èëè 
BBL MGIT OADC, 6 ôëàêîíîâ, 15 ìë èëè ñìåñü àíòèáèîòèêîâ BBL MGIT PANTA antibiotic mixture, 6 ëèîôèëèçèðîâàííûõ ôëàêîíîâ 
(ñì. ðàçäåë «Íàëè÷èå»).

Íåïðåäîñòàâëåííûå ìàòåðèàëû. Ïðîáèðêè äëÿ öåíòðèôóãèðîâàíèÿ Falcon 50 ìë, 4 % ðàñòâîð ãèäðîêñèäà íàòðèÿ, 2,9 % ðàñòâîð 
öèòðàòà íàòðèÿ, ïîðîøîê N-àöåòèë-L-öèñòåèíà, ôîñôàòíûé áóôåð ñ pH 6,8, âèõðåâàÿ ìåøàëêà, èíêóáàòîð ñ òåìïåðàòóðîé 37 °C, 
ñòåðèëüíûå ïèïåòêè 1 ìë, ñòåðèëüíûå ïèïåòêè áåç ãðàäóèðîâêè, ÓÔ-òðàíñèëëþìèíàòîð (365 íì) èëè ëàìïà Âóäà ñ èñòî÷íèêîì 
äëèííîâîëíîâîãî èëè óëüòðàôèîëåòîâîãî èçëó÷åíèÿ, 0,4 % ðàñòâîð ñóëüôèòà íàòðèÿ (ìåòîäèêà îïèñàíà äàëåå), àãàð Ìèääëáðóêà è 
Êîíà BBL Middlebrook and Cohn 7H10 Agar, BBL MycoPrep, áóëüîí Ìèääëáðóêà BBL Middlebrook 7H9 Broth (ñì. ðàçäåë «Íàëè÷èå») 
èëè äðóãîé ìèêîáàêòåðèàëüíûé àãàð èëè ñðåäà íà ÿè÷íîé îñíîâå, ãîìîãåíèçàòîð òêàíåé èëè ñòåðèëüíûé òàìïîí, ôèçèîëîãè÷åñêèé 
ðàñòâîð BBL Normal Saline (ñì. ðàçäåë «Íàëè÷èå»), øòàììû ATCC ¹ 27294, 12478, 6841, ìèêðîñêîï è ìàòåðèàëû äëÿ îêðàøèâàíèÿ 
íà ïðåäìåòíîì ñòåêëå, ïèïåòêè 100 ìêë è 500 ìêë, ñîîòâåòñòâóþùèå íàêîíå÷íèêè äëÿ ïèïåòîê, ïëàñòèíêà àãàðà ñ 5 % îâå÷üåé êðîâè, 
çàùèòíûå î÷êè (UVP ¹ UVC-303, San Gabriel, CA) è äåçèíôèöèðóþùåå ñðåäñòâî, óíè÷òîæàþùåå ìèêîáàêòåðèè òóáåðêóëåçà.

Ïîñåâ â ïðîáèðêè MGIT.

1.	 Ïîìå÷àþò ïðîáèðêó MGIT íîìåðîì îáðàçöà.

2.	 Îòâèí÷èâàþò êðûøêó è äîáàâëÿþò â ïðîáèðêó 0,5 ìë äîáàâêè MGIT OADC, ñîáëþäàÿ ïðàâèëà àñåïòèêè.

3.	 Äîáàâëÿþò 0,1 ìë âîññòàíîâëåííîé ñìåñè àíòèáèîòèêîâ MGIT PANTA antibiotic mixture, ñîáëþäàÿ ïðàâèëà àñåïòèêè. Äëÿ äîñòèæåíèÿ 
íàèëó÷øèõ ðåçóëüòàòîâ äîáàâëåíèå îáîãàùàþùåé äîáàâêè OADC è ñìåñè àíòèáèîòèêîâ PANTA antibiotic mixture íåîáõîäèìî 
âûïîëíÿòü íåïîñðåäñòâåííî ïåðåä ïîñåâîì îáðàçöîâ.

4.	 Äîáàâëÿþò 0,5 ìë êîíöåíòðèðîâàííîé ñóñïåíçèè îáðàçöà, ïîäãîòîâëåííîé, êàê îïèñàíî âûøå. Äîáàâëÿþò òàêæå êàïëþ (0,1 ìë) 
îáðàçöà íà ïëàñòèíêó àãàðà 7H10 èëè äðóãîãî ìèêîáàêòåðèîëîãè÷åñêîãî àãàðà èëè ñðåäû íà ÿè÷íîé îñíîâå. ÏÐÈÌÅ×ÀÍÈÅ. Îáúåìû 
îáðàçöîâ áîëåå 0,5 ìë ìîãóò óâåëè÷èòü çàãðÿçíåíèå èëè äðóãèì ñïîñîáîì îòðèöàòåëüíî ïîâëèÿòü íà ýôôåêòèâíîñòü ïðîáèðîê.

5.	 Ïëîòíî çàâèí÷èâàþò êðûøêó ïðîáèðêè è òùàòåëüíî ïåðåìåøèâàþò ñìåñü.

6.	 Ïîìåùàþò ïðîáèðêè â èíêóáàòîð, ïîääåðæèâàþùèé òåìïåðàòóðó 37 °C.

	 Äëÿ îáðàçöîâ ñ ïîäîçðåíèÿìè íà íàëè÷èå ìèêîáàêòåðèé, òðåáóþùèõ ðàçëè÷íûõ óñëîâèé èíêóáàöèè, ìîæíî ïîäãîòîâèòü âòîðóþ 
ïðîáèðêó MGIT è èíêóáèðîâàòü åå ïðè ñîîòâåòñòâóþùåé òåìïåðàòóðå, íàïðèìåð 30 °C èëè 42 °C. Çàñåèâàþò è èíêóáèðóþò ïðîáèðêó 
ïðè òðåáóåìîé òåìïåðàòóðå.

	 Äëÿ îáðàçöîâ ñ ïîäîçðåíèåì íà ñîäåðæàíèå Mycobacterium haemophilum â ïðîáèðêó âî âðåìÿ ïîñåâà íåîáõîäèìî ââåñòè èñòî÷íèê 
ãåìèíà, à èíêóáàöèþ îñóùåñòâëÿòü ïðè òåìïåðàòóðå 30 °C. Ñîáëþäàÿ ïðàâèëà àñåïòèêè, ïîìåùàþò îäíó ïîëîñêó BBL Taxo X Factor 
Strip â êàæäóþ ïðîáèðêó MGIT, òðåáóþùóþ äîáàâëåíèÿ ãåìèíà, ïåðåä ïîñåâîì îáðàçöîâ (ñì. ðàçäåë «Íàëè÷èå»).

7.	 Íà÷èíàÿ ñî âòîðîãî äíÿ, åæåäíåâíî ñ÷èòûâàþò ïîêàçàíèÿ ïðîáèðîê, ñëåäóÿ èíñòðóêöèÿì ðàçäåëà «Ñ÷èòûâàíèå ïîêàçàíèé ïðîáèðîê» 
äàëåå.

Ïîäãîòîâêà èíòåðïðåòàòèâíûõ êîíòðîëüíûõ ïðîáèðîê ñ îòðèöàòåëüíûì è ïîëîæèòåëüíûì ðåçóëüòàòàìè. Êîíòðîëüíûå ïðîáèðêè 
ñ ïîëîæèòåëüíûì è îòðèöàòåëüíûì ðåçóëüòàòàìè èñïîëüçóþòñÿ òîëüêî äëÿ èíòåðïðåòàöèè ôëóîðåñöåíöèè è íå ïðåäíàçíà÷åíû äëÿ 
êîíòðîëÿ ïðîèçâîäèòåëüíîñòè ñðåäû.

Êîíòðîëüíàÿ ïðîáèðêà ñ ïîëîæèòåëüíûì ðåçóëüòàòîì.

1.	 Óäàëÿþò áóëüîí èç íåçàñåÿííîé ïðîáèðêè MGIT.

2.	 Ïîìå÷àþò ïðîáèðêó êàê «ïîëîæèòåëüíûé êîíòðîëü» ñ óêàçàíèåì äàòû.

3.	 Ãîòîâÿò 0,4 % ðàñòâîð ñóëüôèòà íàòðèÿ (0,4 ã íà 100 ìë ñòåðèëüíîé äèñòèëëèðîâàííîé èëè äåèîíèçèðîâàííîé âîäû). Óòèëèçèðóþò 
íåèñïîëüçîâàííóþ ÷àñòü.

4.	 Äîáàâëÿþò 5 ìë ðàñòâîðà ñóëüôèòà íàòðèÿ â ïðîáèðêó, ïëîòíî çàêðûâàþò åå êðûøêîé è îñòàâëÿþò êàê ìèíèìóì íà ÷àñ ïðè êîìíàòíîé 
òåìïåðàòóðå ïåðåä èñïîëüçîâàíèåì.

5.	 Êîíòðîëüíûå ïðîáèðêè ñ ïîëîæèòåëüíûì ðåçóëüòàòîì ìîæíî èñïîëüçîâàòü íåñêîëüêî ðàç. Êàæäóþ êîíòðîëüíóþ ïðîáèðêó ñ 
ïîëîæèòåëüíûì ðåçóëüòàòîì ìîæíî èñïîëüçîâàòü äî ÷åòûðåõ íåäåëü â óñëîâèÿõ õðàíåíèÿ ïðè êîìíàòíîé òåìïåðàòóðå.
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Êîíòðîëüíàÿ ïðîáèðêà ñ îòðèöàòåëüíûì ðåçóëüòàòîì. Â êà÷åñòâå êîíòðîëüíîé ïðîáèðêè èñïîëüçóþò íåîòêðûòóþ è íåçàñåÿííóþ 
ïðîáèðêó MGIT.

Ñ÷èòûâàíèå ïîêàçàíèé ïðîáèðîê.

1.	 Êîíòðîëüíûå ïðîáèðêè ñ ïîëîæèòåëüíûì è îòðèöàòåëüíûì ðåçóëüòàòàìè âàæíû äëÿ ïðàâèëüíîé èíòåðïðåòàöèè ðåçóëüòàòîâ.

2.	 Èçâëåêàþò ïðîáèðêè èç èíêóáàòîðà. Ïîìåùàþò ïðîáèðêè ïîä ÓÔ-èçëó÷åíèå ðÿäîì ñ êîíòðîëüíîé ïðîáèðêîé ñ ïîëîæèòåëüíûì 
ðåçóëüòàòîì è íåçàñåÿííîé ïðîáèðêîé (êîíòðîëüíîé ïðîáèðêîé ñ îòðèöàòåëüíûì ðåçóëüòàòîì). Ðåêîìåíäóåòñÿ ïîìåùàòü ïîä ÓÔ-
èçëó÷åíèå ïî îäíîìó øòàòèâó ïðîáèðîê (4 õ 10 ïðîáèðîê) çà ðàç. ÏÐÈÌÅ×ÀÍÈÅ. Íàáëþäàÿ çà ôëóîðåñöåíöèåé, íàäåâàéòå î÷êè, 
çàùèùàþùèå îò ÓÔ-èçëó÷åíèÿ. Â ïîìåùåíèè ñëåäóåò èñïîëüçîâàòü îáû÷íîå êîìíàòíîå îñâåùåíèå. Íå ñ÷èòûâàéòå ïîêàçàíèÿ 
ïðîáèðîê ïðè ñîëíå÷íîì ñâåòå èëè â òåìíîòå.

3.	 Âèçóàëüíî îïðåäåëÿþò ïðîáèðêè MGIT ñ ÿðêîé ôëóîðåñöåíöèåé. Ôëóîðåñöåíöèÿ îïðåäåëÿåòñÿ êàê ÿðêî-îðàíæåâîå ñâå÷åíèå 
íà äíå ïðîáèðêè, à òàêæå îðàíæåâîå îòðàæåíèå íà ìåíèñêå. Çàòåì ïðîáèðêó MGIT íåîáõîäèìî èçâëå÷ü èç øòàòèâà è ñðàâíèòü ñ 
êîíòðîëüíûìè ïðîáèðêàìè ñ ïîëîæèòåëüíûì è îòðèöàòåëüíûì ðåçóëüòàòàìè. Êîíòðîëüíàÿ ïðîáèðêà ñ ïîëîæèòåëüíûì ðåçóëüòàòîì 
äîëæíà îáíàðóæèâàòü áîëåå ÿðêóþ ôëóîðåñöåíöèþ (î÷åíü ÿðêèé îðàíæåâûé öâåò). Êîíòðîëüíàÿ ïðîáèðêà ñ îòðèöàòåëüíûì 
ðåçóëüòàòîì íå ïðîÿâëÿåò ôëóîðåñöåíöèè, èëè ýòà ôëóîðåñöåíöèÿ î÷åíü ñëàáà. Åñëè ôëóîðåñöåíöèÿ â ïðîáèðêå MGIT áîëüøå 
ïîõîæà íà ôëóîðåñöåíöèþ â «ïîëîæèòåëüíîé» êîíòðîëüíîé ïðîáèðêå, ðåçóëüòàò ñ÷èòàåòñÿ ïîëîæèòåëüíûì. Åñëè îíà áîëüøå ïîõîæà 
íà ôëóîðåñöåíöèþ â «îòðèöàòåëüíîé» ïðîáèðêå  ðåçóëüòàò îòðèöàòåëüíûé. Ðîñò ìîæåò áûòü òàêæå îáíàðóæåí ïî ïðèñóòñòâèþ 
íåãîìîãåííîé ìóòíîñòè, ìåëêèõ ÷àñòèö èëè õëîïüåâ â ñðåäå êóëüòóðû.

4.	 Äëÿ ïðîáèðîê ñ ïîëîæèòåëüíûìè ðåçóëüòàòàìè ñëåäóåò âûïîëíèòü îêðàøèâàíèå íà ïðåäìåò êèñëîòîóñòîé÷èâûõ áàöèëë. Ïðîáèðêè 
ñ ìàçêàìè, ïîêàçàâøèå îòðèöàòåëüíûå ðåçóëüòàòû, äîëæíû áûòü ïðîâåðåíû íà áàêòåðèàëüíîå çàãðÿçíåíèå. Ïåðåñåâ äëÿ 
èäåíòèôèêàöèè è ïðîâåðêè ÷óâñòâèòåëüíîñòè ê ëåêàðñòâàì ìîæíî âûïîëíèòü, èñïîëüçóÿ æèäêîñòü èç ïðîáèðêè BBL MGIT.

5.	 Åæåäíåâíîå ñ÷èòûâàíèå ïîêàçàíèé ïðîáèðîê ñ îòðèöàòåëüíûìè ðåçóëüòàòàìè íåîáõîäèìî ïðîäîëæàòü â òå÷åíèå âîñüìè íåäåëü 
èëè äîëüøå â çàâèñèìîñòè îò òèïà îáðàçöà è ïîñëåäóþùåé ðàáîòû ëàáîðàòîðèè. Ìîæíî óñòàíîâèòü äðóãîé ãðàôèê ñ÷èòûâàíèÿ 
ïîêàçàíèé. Ïðîïóñê ÷òåíèÿ ïîêàçàíèé ïðîáèðîê â òå÷åíèå íåñêîëüêèõ äíåé, íàïðèìåð â âûõîäíûå èëè ïðàçäíèêè, ìîæåò çàäåðæàòü 
îïðåäåëåíèå ïðîáèðîê ñ ïîëîæèòåëüíûìè ðåçóëüòàòàìè, îäíàêî äðóãèõ îòðèöàòåëüíûõ âîçäåéñòâèé íà ýôôåêòèâíîñòü ñðåäû îêàçàíî 
íå áóäåò. Ïåðåä óòèëèçàöèåé ïðîáèðêè íåîáõîäèìî îñìîòðåòü íà íàëè÷èå ìóòíîñòè, ìåëêèõ ÷àñòèö èëè ãðàíóë. Ïðîáèðêè MGIT ñ 
îòðèöàòåëüíûìè ðåçóëüòàòàìè íåëüçÿ èñïîëüçîâàòü ïîâòîðíî. Ïðè ïîäîçðåíèè íà ðîñò ìèêîáàêòåðèé âûïîëíÿþò ïðîöåäóðó îáðàáîòêè 
ïðîáèðêè MGIT ñ ïîëîæèòåëüíûì ðåçóëüòàòîì, êàê îïèñàíî äàëåå.

Ïîâòîðíàÿ îáðàáîòêà çàãðÿçíåííûõ ïðîáèðîê MGIT. Çàãðÿçíåííûå ïðîáèðêè MGIT ìîæíî ïîâòîðíî äåêîíòàìèíèðîâàòü è âîññòàíîâèòü 
èõ êîíöåíòðàöèþ, èñïîëüçóÿ òó æå ïðîöåäóðó, êàê è ïðè ïåðâîíà÷àëüíîé îáðàáîòêå îáðàçöà.

1.	 Ïîìåùàþò ñîäåðæèìîå çàãðÿçíåííîé ïðîáèðêè MGIT â ïëàñòèêîâóþ ïðîáèðêó äëÿ öåíòðèôóãèðîâàíèÿ îáúåìîì 50 ìë.

2.	 Äîáàâëÿþò 5 ìë ðàñòâîðà NALC-NaOH â ïðîáèðêó äëÿ öåíòðèôóãèðîâàíèÿ. Çàêðûâ êðûøêó, âñòðÿõèâàþò ïðîáèðêó â òå÷åíèå 5  20 ñ.

3.	 Îñòàâëÿþò ïðîáèðêó ñòîÿòü â òå÷åíèå 15  20 ìèí. Íå îñòàâëÿþò åå äîëüøå, ÷åì íà 20 ìèí.

4.	 Äîáàâëÿþò 35 ìë ñòåðèëüíîãî ôîñôàòíîãî áóôåðíîãî ðàñòâîðà ñ pH 6,8. Çàêðûâàþò êðûøêîé è ïåðåìåøèâàþò ñîäåðæèìîå.

5.	 Êîíöåíòðèðóþò îáðàçåö â öåíòðèôóãå ïðè ñêîðîñòè 3000 x g â òå÷åíèå 15 ìèí.

6.	 Îñòîðîæíî ñëèâàþò âñþ íàäîñàäî÷íóþ æèäêîñòü. Ïîâòîðíî ñóñïåíäèðóþò îñàäîê, èñïîëüçóÿ ñòåðèëüíóþ ñòåêëÿííóþ ïèïåòêó ñ 
ôîñôàòíûì áóôåðíûì ðàñòâîðîì ñ pH 6,8.

7.	 Çàñåèâàþò 0,5 ìë ñóñïåíçèè â íîâóþ ïðîáèðêó MGIT.

Êîíòðîëü êà÷åñòâà. Ïîñëå ïîëó÷åíèÿ íîâîé ïîñòàâêè èëè ïàðòèè ïðîáèðîê MGIT ðåêîìåíäóåòñÿ ïîäãîòîâèòü ñóñïåíçèè êîíòðîëüíûõ 
ìèêðîîðãàíèçìîâ ATCC â áóëüîíå Ìèääëáðóêà 7H9.

1.	 Äëÿ êóëüòóð òâåðäûõ ñðåä âîçðàñòîì ìåíåå 15 äíåé ãîòîâÿò ñóñïåíçèþ â áóëüîíå Ìèääëáðóêà 7H9.

2.	 Îñòàâëÿþò ñóñïåíçèþ îòñòîÿòüñÿ â òå÷åíèå 20 ìèí.

3.	 Ñëèâàþò íàäîñàäî÷íóþ æèäêîñòü â ïóñòóþ ñòåðèëüíóþ ïðîáèðêó è äàþò åé îòñòîÿòüñÿ åùå 15 ìèí.

4.	 Ñëèâàþò íàäîñàäî÷íóþ æèäêîñòü â äðóãóþ ïóñòóþ ñòåðèëüíóþ ïðîáèðêó.

5.	 Ñ ïîìîùüþ íåôåëîìåòðà äîáèâàþòñÿ ìóòíîñòè ñóñïåíçèè 0,5 ïî ñòàíäàðòó Ìàêôàðëàíäà.

6.	 Ðàçáàâëÿþò êîíòðîëüíûå ñóñïåíçèè ìèêðîîðãàíèçìîâ â ñîîòâåòñòâèè ñî ñõåìîé ðàçáàâëåíèÿ, ïðèâåäåííîé â òàáë. 1.

7.	 Çàñåèâàþò ïðîáèðêè MGIT, ñëåäóÿ èíñòðóêöèÿì ðàçäåëà «Ïîñåâ â ïðîáèðêè MGIT».

Â ïðîáèðêàõ MGIT äîëæíà áûòü îáíàðóæåíà ôëóîðåñöåíöèÿ â òå÷åíèå âðåìåíè, óêàçàííîãî â òàáë. 1.

Òàáëèöà 1

Êóëüòóðà Íîìåð ATCC Ðàçáàâëåíèå ñóñïåíçèè ñ ìóòíîñòüþ 0,5 ïî 
ñòàíäàðòó Ìàêôàðëàíäà â ôèçèîëîãè÷åñêîì 

ðàñòâîðå

Äíåé äî ïðîÿâëåíèÿ 
ïîëîæèòåëüíîãî 

ðåçóëüòàòà
M. tuberculosis 27294 1:50 6  10
M. kansasii 12478 1:5000 7  11
M. fortuitum 6841 1:5000 2  3

Ê ìîìåíòó îáíàðóæåíèÿ ïîëîæèòåëüíîãî ðåçóëüòàòà â ïðîáèðêå áóäåò ïðèñóòñòâîâàòü îêîëî 104  107 ÊÎÅ/ìë ìèêîáàêòåðèé. Åñëè õîòÿ 
áû îäíà èç ïðîáèðîê MGIT äëÿ êîíòðîëÿ êà÷åñòâà íå ïîêàçàëà îæèäàåìîãî ðåçóëüòàòà, íå èñïîëüçóéòå îñòàâøèåñÿ ïðîáèðêè, ïîêà íå 
ñâÿæåòåñü ñ ìåñòíûì ïðåäñòàâèòåëåì êîìïàíèè BD.

ðåçóëüòàòû

Îáðàçåö ñ ïîëîæèòåëüíûì ðåçóëüòàòîì íà êóëüòóðó õàðàêòåðèçóåòñÿ íàëè÷èåì ôëóîðåñöåíöèè èëè íåãîìîãåííîé ìóòíîñòè, ìåëêèõ 
÷àñòèö èëè õëîïüåâ â çàñåÿííîé ïðîáèðêå MGIT. Ñëåäóåò ïåðåñåÿòü ñîäåðæèìîå «ïîëîæèòåëüíûõ» ïðîáèðîê è ïîäãîòîâèòü ìàçêè 
êèñëîòîóñòîé÷èâûõ øòàììîâ. Ïîëîæèòåëüíûé ðåçóëüòàò òåñòà ìàçêîâ êèñëîòîóñòîé÷èâûõ øòàììîâ óêàçûâàåò íà ïðåäïîëîæèòåëüíîå 
ïðèñóòñòâèå â ïðîáèðêå æèçíåñïîñîáíûõ ìèêðîîðãàíèçìîâ.

Îáðàáîòêà «ïîëîæèòåëüíîé» ïðîáèðêè MGIT.

ÏÐÈÌÅ×ÀÍÈÅ. Âñå äåéñòâèÿ äîëæíû âûïîëíÿòüñÿ â áèîëîãè÷åñêîì çàùèòíîì øêàôó.

à)	 Èçâëåêàþò ïðîáèðêó MGIT èç òåñòîâîãî øòàòèâà.

á)	 Ñ ïîìîùüþ ñòåðèëüíîé ïèïåòêè îòáèðàþò àëèêâîòó ñî äíà ïðîáèðêè (îêîëî 0,1 ìë) äëÿ îêðàøèâàíèÿ ìèêðîïðåïàðàòîâ (îêðàøèâàíèå 
êèñëîòîóñòîé÷èâûõ øòàììîâ è îêðàøèâàíèå ïî Ãðàìó).

â)	 Èññëåäóþò ìàçîê è ïðåïàðàòû. Ñîñòàâëÿþò îò÷åò î ïðåäâàðèòåëüíûõ ðåçóëüòàòàõ òîëüêî ïîñëå îöåíêè îêðàøèâàíèÿ 
êèñëîòîóñòîé÷èâûõ øòàììîâ.

Åñëè îêðàøèâàíèå êèñëîòîóñòîé÷èâûõ øòàììîâ äàåò ïîëîæèòåëüíûé ðåçóëüòàò, âûïîëíÿþò ïåðåñåâ êóëüòóðû íà ïëîòíóþ ñðåäó 
è ñîñòàâëÿþò îò÷åò ïî ñëåäóþùåé ñõåìå: ðîñò  ïîëîæèòåëüíî, îêðàøèâàíèå êèñëîòîóñòîé÷èâûõ øòàììîâ  ïîëîæèòåëüíî, òðåáóåòñÿ 
èäåíòèôèêàöèÿ.

Ïðè ïðèñóòñòâèè ìèêðîîðãàíèçìîâ, îòëè÷íûõ îò êèñëîòîóñòîé÷èâûõ øòàììîâ, ñîñòàâëÿþò îò÷åò ñëåäóþùèì îáðàçîì: ðîñò  
ïîëîæèòåëüíî, îêðàøèâàíèå êèñëîòîóñòîé÷èâûõ øòàììîâ  îòðèöàòåëüíî, çàãðÿçíåíî.

Â ñëó÷àå îòñóòñòâèÿ ìèêðîîðãàíèçìîâ ðåçóëüòàò çàíîñèòü â îò÷åò íå íóæíî. Ïåðåñåâàþò áóëüîí íà ïëàñòèíêó àãàðà ñ êðîâüþ è 
ñðåäó äëÿ ìèêîáàêòåðèàëüíîé êóëüòóðû, ïîâòîðÿþò ìàçîê ñ äîáàâëåíèåì áåëêà, ÷òîáû îáåñïå÷èòü íåîáõîäèìóþ ôèêñàöèþ ïîñåâíîãî 
ìàòåðèàëà íà ïðåäìåòíîì ñòåêëå.



�

ÎÃÐÀÍÈ×ÅÍÈss ÌÅÒÎÄÈÊÈ

Èçâëå÷åíèå ìèêîáàêòåðèé â ïðîáèðêå MGIT çàâèñèò îò êîëè÷åñòâà ìèêðîîðãàíèçìîâ, ïðèñóòñòâóþùèõ â îáðàçöå, îò ìåòîäîâ ñáîðà 
îáðàçöîâ, îò ñîñòîÿíèÿ ïàöèåíòà, íàïðèìåð íàëè÷èÿ ñèìïòîìîâ çàáîëåâàíèÿ, ïðåäûäóùåãî ëå÷åíèÿ è ñïîñîáà îáðàáîòêè.

Ðåêîìåíäóåòñÿ âûïîëíèòü äåêîíòàìèíàöèþ ñ ïîìîùüþ N-àöåòèë-L-öèñòåèíà è ãèäðîêñèäà íàòðèÿ (NALC-NaOH) èëè ìåòîäîâ ñ 
èñïîëüçîâàíèåì ùàâåëåâîé êèñëîòû. Äðóãèå ìåòîäû äåêîíòàìèíàöèè íå òåñòèðîâàëèñü ñî ñðåäîé BBL MGIT. Ðàñòâîðû äëÿ ôåðìåíòàöèè 
è äåêîíòàìèíàöèè ìîãóò îêàçàòü îòðèöàòåëüíîå âëèÿíèå íà ìèêîáàêòåðèè.

Ìîðôîëîãèþ è ïèãìåíòàöèþ êîëîíèè ìîæíî îïðåäåëèòü òîëüêî â ïëîòíîé ñðåäå. Ìèêîáàêòåðèè ìîãóò ðàçëè÷àòüñÿ ïî 
êèñëîòîóñòîé÷èâîñòè â çàâèñèìîñòè îò øòàììà, âîçðàñòà êóëüòóðû è äðóãèõ ôàêòîðîâ. ×åòêàÿ ìîðôîëîãèÿ ìèêðîïðåïàðàòîâ â ñðåäå 
BBL MGIT íå óñòàíîâëåíà.

Ñîäåðæèìîå ïðîáèðêè MGIT ñ ïîëîæèòåëüíûì ðåçóëüòàòîì îêðàøèâàíèÿ êèñëîòîóñòîé÷èâûõ øòàììîâ ìîæíî ïåðåñåÿòü êàê â 
ñåëåêòèâíóþ, òàê è â íåñåëåêòèâíóþ ìèêîáàêòåðèàëüíóþ ñðåäó äëÿ âûäåëåíèÿ â öåëÿõ èäåíòèôèêàöèè è ïðîâåðêè ÷óâñòâèòåëüíîñòè.

Ïðîáèðêè MGIT ñ ïîëîæèòåëüíûìè ðåçóëüòàòàìè ìîãóò ñîäåðæàòü è äðóãèå (íå ìèêîáàêòåðèàëüíûå) êóëüòóðû. Êóëüòóðû, îòëè÷íûå 
îò ìèêîáàêòåðèàëüíûõ, ìîãóò ðàçâèâàòüñÿ ëó÷øå ïðèñóòñòâóþùèõ ìèêîáàêòåðèé. Ïðîáèðêè MGIT ñ òàêèì ñîäåðæèìûì íåîáõîäèìî 
ïîäâåðãíóòü äåêîíòàìèíàöèè è ïåðåñåâó. 

Ïðîáèðêè MGIT ñ ïîëîæèòåëüíûìè ðåçóëüòàòàìè ìîãóò ñîäåðæàòü îäèí èëè íåñêîëüêî âèäîâ ìèêîáàêòåðèé. Ìèêîáàêòåðèè ñ áîëåå 
âûñîêîé ñêîðîñòüþ ðîñòà ìîãóò âûçûâàòü ïîëîæèòåëüíóþ ôëóîðåñöåíöèþ äî åå âûçîâà áîëåå ìåäëåííî ðàñòóùèìè ìèêîáàêòåðèÿìè, 
ïîýòîìó âàæíî âûïîëíèòü ïåðåñåâ ñîäåðæèìîãî «ïîëîæèòåëüíûõ» ïðîáèðîê MGIT äëÿ îáåñïå÷åíèÿ íàäëåæàùåé èäåíòèôèêàöèè âñåõ 
ìèêîáàêòåðèé, ïðèñóòñòâóþùèõ â îáðàçöå.

Îáúåìû îáðàçöîâ áîëåå 0,5 ìë ìîãóò óâåëè÷èòü çàãðÿçíåíèå èëè äðóãèì ñïîñîáîì îòðèöàòåëüíî ïîâëèÿòü íà ýôôåêòèâíîñòü ïðîáèðîê 
MGIT.

Èç-çà íàñûùåííîñòè áóëüîíà MGIT è íåñåëåêòèâíîé ïðèðîäû èíäèêàòîðà MGIT âàæíî âûïîëíÿòü óêàçàííóþ ïðîöåäóðó ôåðìåíòàöèè 
è äåêîíòàìèíàöèè âî èçáåæàíèå çàãðÿçíåíèÿ. Äëÿ îïòèìàëüíîãî âûäåëåíèÿ ìèêîáàêòåðèé íåîáõîäèìî ñòðîãî ñîáëþäàòü èíñòðóêöèè 
ìåòîäèêè.

Èñïîëüçîâàíèå ñìåñè àíòèáèîòèêîâ PANTA antibiotic mixture ÿâëÿåòñÿ îáÿçàòåëüíûì äëÿ âñåõ íåñòåðèëüíûõ îáðàçöîâ, îäíàêî îíà ìîæåò 
îêàçàòü èíãèáèðóþùåå äåéñòâèå íà íåêîòîðûå ìèêîáàêòåðèè.

Âî âðåìÿ êëèíè÷åñêèõ èññëåäîâàíèé çàêëþ÷èòåëüíûå ïåðåñåâû íå âûïîëíÿëèñü ðåãóëÿðíî. Òàêèì îáðàçîì, äåéñòâèòåëüíûé óðîâåíü 
ëîæíûõ îòðèöàòåëüíûõ ðåçóëüòàòîâ (îïðåäåëÿåìûõ êàê ïðîáèðêè MGIT, îñòàâøèåñÿ «îòðèöàòåëüíûìè» â òå÷åíèå âñåãî âîñüìèíåäåëüíîãî 
ïåðèîäà èíêóáàöèè, ïîäâåðãøèåñÿ ïåðåñåâó è îáíàðóæèâøèå ðîñò ìèêîáàêòåðèé) â ýòî âðåìÿ îïðåäåëèòü íåâîçìîæíî.

Èññëåäîâàíèÿ çàñåÿííûõ êóëüòóð áûëè ïðîâåäåíû äëÿ äâàäöàòè òðåõ âèäîâ (ATCC è äèêèõ øòàììîâ) ìèêîáàêòåðèé ñ óðîâíÿìè ïîñåâà îò 
103 äî 105 ÊÎÅ/ìë. Â ïðîáèðêå MGIT îáíàðóæåíû ïîëîæèòåëüíûå ðåçóëüòàòû äëÿ ñëåäóþùèõ âèäîâ:

M. africanum	 M. gordonae*	 M. nonchromogenicum	 M. terrae
M. avium êîìïëåêñ*	 M. haemophilum	 M. phlei	 M. triviale
M. chelonae*	 M. intracellulare	 M. scrofulaceum	 M. tuberculosis*
M. flavescens*	 M. kansasii*	 M. simiae*	 M. vaccae
M. fortuitum*	 M. malmoense	 M. smegmatis	 M. xenopi*
M. gastri		  M. marinum		 M. szulgai	

*Áàêòåðèè, âûäåëåííûå âî âðåìÿ êëèíè÷åñêîé îöåíêè ïðîáèðêè MGIT.

Êëèíè÷åñêèå èññëåäîâàíèÿ ïîäòâåðäèëè âûäåëåíèå ìèêîáàêòåðèé â îáðàçöàõ èç äûõàòåëüíûõ ïóòåé, æåëóäî÷íûõ àñïèðàòîâ, òêàíåé, 
ñòóëà è ñòåðèëüíûõ áèîëîãè÷åñêèõ æèäêîñòåé çà èñêëþ÷åíèåì êðîâè. Âûäåëåíèÿ ìèêîáàêòåðèé èç äðóãèõ áèîëîãè÷åñêèõ æèäêîñòåé äëÿ 
äàííîãî ïðîäóêòà íå áûëî îáíàðóæåíî.

ÎÆÈÄÀÅÌÛÅ ÐÅÇÓËÜÒÀÒÛ

 1. ×àñòîòíîå ðàñïðåäåëåíèå âðåìåíè âûäåëåíèÿ «ïîëîæèòåëüíûõ» îáðàçöîâ â õîäå êëèíè÷åñêîãî èñïûòàíèÿ ñèñòåìû 
BBL MGIT ïîêàçàíî íà ñëåäóþùåì ðèñóíêå.

0

5

10

15

20

25

30

3 6 9 12 15 18 21 24 27 30 33      36      39      42      

MOTT

MTB

MAC

45      48   51    54   57

ÊÎÍÊÐÅÒÍÛÅ ÐÀÁÎ×ÈÅ ÕÀÐÀÊÒÅÐÈÑÒÈÊÈ

Ïðîáèðêè BBL MGIT Mycobacteria Growth Indicator Tube èñïûòàíû â øåñòè êëèíè÷åñêèõ ó÷ðåæäåíèÿõ, â ÷èñëî êîòîðûõ âõîäèëè êàê 
ìåäèöèíñêèå ëàáîðàòîðèè, òàê è êðóïíûå ìåäèöèíñêèå ó÷ðåæäåíèÿ èíòåíñèâíîé òåðàïèè â ðàçëè÷íûõ ãåîãðàôè÷åñêèõ ðåãèîíàõ. 
Ïîïóëÿöèîííàÿ âûáîðêà ó÷ðåæäåíèÿ âêëþ÷àëà ïàöèåíòîâ, çàðàæåííûõ ÂÈ×, ïàöèåíòîâ ñ îñëàáëåííûì èììóíèòåòîì è ïàöèåíòîâ, 
ïåðåíåñøèõ ïåðåñàäêó îðãàíîâ. Ïðîáèðêè BBL MGIT ïîäâåðãàëèñü ñðàâíåíèþ ñ ðàäèîìåòðè÷åñêîé ñèñòåìîé BACTEC 460TB, ñèñòåìîé 
BBL SEPTI-CHEK äëÿ èññëåäîâàíèÿ ìèêîáàêòåðèàëüíûõ êèñëîòîóñòîé÷èâûõ êóëüòóð è ñ òðàäèöèîííûìè ïëîòíûìè ñðåäàìè äëÿ 
âûðàùèâàíèÿ êóëüòóð ñ öåëüþ îïðåäåëåíèÿ è âûäåëåíèÿ ìèêîáàêòåðèé èç êëèíè÷åñêèõ îáðàçöîâ (çà èñêëþ÷åíèåì êðîâè è ìî÷è). Â õîäå 
èññëåäîâàíèÿ áûë ïðîòåñòèðîâàí 2801 îáðàçåö. Ïî èñòî÷íèêàì âçÿòûå îáðàçöû ðàñïðåäåëÿþòñÿ ñëåäóþùèì îáðàçîì: äûõàòåëüíûå 
ïóòè (78 %), æåëóäîê (0,4 %), áèîëîãè÷åñêèå æèäêîñòè (9,8 %), òêàíè (7,0 %), ñòóë (2,5 %) è äðóãèå èñòî÷íèêè (2,4 %). 318 îáðàçöîâ, 
ïðåäñòàâëåííûõ 330 âûäåëåííûìè èçîëÿòàìè, â õîäå èññëåäîâàíèÿ äàëè ïîëîæèòåëüíûå ðåçóëüòàòû. Èç ýòèõ 330 èçîëÿòîâ 253 (77 %) 
áûëè âûäåëåíû â ïðîáèðêàõ BBL MGIT, 260 (79 %)  â ñèñòåìàõ BACTEC 460TB è BBL Septi-Chek AFB è 219 (66 %)  â òðàäèöèîííûõ 
ïëîòíûõ ñðåäàõ. Â ïðîáèðêàõ BBL MGIT îáíàðóæåíî 0,5 % ëîæíûõ ïîëîæèòåëüíûõ ðåçóëüòàòîâ (ôëóîðåñöåíöèÿ MGIT ïðè îòñóòñòâèè 
êèñëîòîóñòîé÷èâûõ áàöèëë). Â ïðîáèðêàõ BBL MGIT íå óäàëîñü âûäåëèòü 3,7 % èçîëÿòîâ, êîòîðûå áûëè âûäåëåíû â îäíîé èëè 
íåñêîëüêèõ ýòàëîííûõ ñèñòåìàõ (BACTEC 460TB, BBL Septi-Chek AFB èëè òðàäèöèîííûõ ïëîòíûõ ñðåäàõ). Íåñìîòðÿ íà òî, ÷òî ýòî 
çíà÷åíèå ïðåäñòàâëÿåò ïîòåíöèàëüíóþ ïîòåðþ âûäåëåíèÿ, îíî íå ÿâëÿåòñÿ ïîêàçàòåëåì äåéñòâèòåëüíîãî ëîæíîãî îòðèöàòåëüíîãî 
îïðåäåëåíèÿ (ñì. ðàçäåë «Îãðàíè÷åíèÿ ìåòîäèêè»). Èñïîëüçîâàíèå âòîðîé ñðåäû â ñîîòâåòñòâèè ñ ðåêîìåíäàöèÿìè ïîâûøàåò 
âåðîÿòíîñòü âûäåëåíèÿ ìèêîáàêòåðèé. Ñðåäíÿÿ ÷àñòîòà ïðîíèêíîâåíèÿ çàãðÿçíåíèÿ äëÿ ïðîáèðîê BBL MGIT ñîñòàâèëà 9,7 %.

×
èñ
ë
î 
âû

ä
åë
åí
íû

õ

Äíåé äî îáíàðóæåíèÿ



�

Ó×ÐÅÆÄÅÍÈss BACTEC

Òàáëèöà 2. Îáíàðóæåíèå «ïîëîæèòåëüíûõ» èçîëÿòîâ ìèêîáàêòåðèé â êëèíè÷åñêèõ èññëåäîâàíèÿõ

Èçîëÿò Âñåãî 
èçîëÿòîâ

Âñåãî  
MGIT

Òîëüêî  
MGIT

Âñåãî  
BACTEC

Òîëüêî 
BACTEC

Âñåãî 
òðàäèöèîííûõ

Òîëüêî 
òðàäèöèîííûå

MTB 113 91 2 98 7 92 6

MAC 99 76 9 86 13 57 3

M. kansasii 5 2 0 5 1 4 0

M. fortuitum 9 5 3 3 1 5 3

M. chelonae 2 0 0 2 1 1 0

M. xenopi 2 0 0 2 2 0 0

M. simiae 1 1 0 1 0 0 0

M. gordonae 11 4 1 4 1 9 5

M. flavescens 2 1 0 2 1 0 0

Âñå ìèêîáàêòåðèè 244* 180* 15* 203 27 168 17

ÏÐÈÌÅ×ÀÍÈÅ. Â ýòè äàííûå íå âêëþ÷åíû 14 èçîëÿòîâ, èññëåäîâàííûõ ÒÎËÜÊÎ â ïðîáèðêàõ MGIT. Ïðåäïîëîæèòåëüíàÿ èäåíòèôèêàöèÿ 
áûëà âûïîëíåíà áåç îêîí÷àòåëüíîãî ïîäòâåðæäåíèÿ èäåíòèôèêàöèè.

Ó×ÐÅÆÄÅÍÈss SEPTI-CHEK

Òàáëèöà 3. Îáíàðóæåíèå «ïîëîæèòåëüíûõ» èçîëÿòîâ ìèêîáàêòåðèé â êëèíè÷åñêèõ èññëåäîâàíèÿõ

Èçîëÿò
Âñåãî 

èçîëÿòîâ
Âñåãî  
MGIT

Òîëüêî  
MGIT

Âñåãî  
SEPTI-CHEK

Òîëüêî  
SEPTI-CHEK

Âñåãî 
òðàäèöèîííûõ

Òîëüêî 
òðàäèöèîííûå

MTB 30 25 1 29 2 26 0

MAC 34 26 5 28 2 25 0

M. kansasii 1 1 1 0 0 0 0

M. gordonae 2 2 2 0 0 0 0

Âñå ìèêîáàêòåðèè 67* 54* 9* 57 4 51 0

ÏÐÈÌÅ×ÀÍÈÅ. Â ýòè äàííûå íå âêëþ÷åíû 5 èçîëÿòîâ, èññëåäîâàííûõ ÒÎËÜÊÎ â ïðîáèðêàõ MGIT. Ïðåäïîëîæèòåëüíàÿ èäåíòèôèêàöèÿ 
áûëà âûïîëíåíà áåç îêîí÷àòåëüíîãî ïîäòâåðæäåíèÿ èäåíòèôèêàöèè.

ÍÀËÈ×ÈÅ

¹ ïî êàò.	 Îïèñàíèå

245111	 BBL MGIT Mycobacteria Growth Indicator Tubes, 4 ìë, 25 ïðîáèðîê â êàðòîííîé óïàêîâêå.

245113	 BBL MGIT Mycobacteria Growth Indicator Tubes, 4 ìë, 100 ïðîáèðîê â êàðòîííîé óïàêîâêå.

245116	 BBL MGIT OADC, 15 ìë, 6 ôëàêîíîâ â êàðòîííîé óïàêîâêå. Ñîäåðæèìîãî êàæäîãî ôëàêîíà äîñòàòî÷íî äëÿ 25 ïðîáèðîê MGIT.

220908	 BBL Lowenstein-Jensen Medium Slants, 10 øò. â óïàêîâêå (ïðîáèðêè 20 x 148 ìì ñ êðûøêàìè).

220909	 BBL Lowenstein-Jensen Medium Slants, 100 øò. â êàðòîííîé óïàêîâêå (ïðîáèðêè 20 x 148 ìì ñ êðûøêàìè).

240862	 �BBL MycoPrep Specimen Digestion/Decontamination Kit, 10 ôëàêîíîâ ïî 75 ìë ñ ðàñòâîðîì NALC-NaOH è 5 óïàêîâîê 
ôîñôàòíîãî áóôåðà.

240863	 �BBL MycoPrep Specimen Digestion/Decontamination Kit, 10 ôëàêîíîâ ïî 150 ìë ñ ðàñòâîðîì NALC-NaOH è 10 óïàêîâîê 
ôîñôàòíîãî áóôåðà.

245114	 �BBL MGIT PANTA antibiotic mixture, ëèîôèëèçèðîâàííàÿ, 6 ôëàêîíîâ â êàðòîííîé óïàêîâêå. Ñîäåðæèìîãî êàæäîãî ôëàêîíà 
äîñòàòî÷íî äëÿ 25 ïðîáèðîê MGIT.

220959	 BBL Middlebrook and Cohn 7H10 Agar Slants, 100 øò. â óïàêîâêå.

295939	 BBL Middlebrook 7H9 Broth, 8 ìë, 10 ïðîáèðîê â óïàêîâêå.

221818	 BBL Normal Saline, 5 ìë, 10 øò. â óïàêîâêå.

221819	 BBL Normal Saline, 5 ìë, 100 øò. â êàðòîííîé óïàêîâêå.

231106	 BBL Taxo X Factor Strips, 1 ôëàêîí, 50 ïîëîñîê.
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BACTEC™ MGIT™ 960 PZA Kit 
For the Antimycobacterial Susceptibility Testing of Mycobacterium tuberculosis 

 
I. INTENDED USE 

The BACTEC™ MGIT™ 960 PZA Kit is used as a rapid qualitative procedure for 
susceptibility testing of Mycobacterium tuberculosis, from culture, to pyrazinamide (PZA).The 
BACTEC MGIT 960 PZA Kit is used with the BACTEC MGIT 960 System. 
 

II. SUMMARY AND EXPLANATION 
Antimycobacterial susceptibility testing is necessary for the proper treatment of patients with 
tuberculosis. The treatment of tuberculosis is commonly through a multiple drug regimen that 
includes the antimycobacterial drug pyrazinamide. It is important that the antimycobacterial drug 
prescribed shows appropriate activity against Mycobacterium tuberculosis, i.e., susceptibility of 
the isolate to the drug. 
 
Multidrug resistant Mycobacterium tuberculosis (MDR-TB) has recently become a serious 
public health problem.1 Resistance to any of the primary drugs, including pyrazinamide, makes 
the disease more difficult and expensive to treat. The rapid detection of these resistant isolates is 
critical to the effective patient management. 
 
Two methods have been widely used for antimycobacterial susceptibility testing. The first 
method, known as the Method of Proportion,2 uses Middlebrook and Cohn 7H10 Agar. It 
compares colony counts on drug-containing and drug-free media. The testing for pyrazinamide 
requires some modification from the general methods because the drug is active in vitro only at 
lower pH values.3 A modification to the method of proportion method was developed using a 
7H10 agar medium at pH 5.5, with a drug concentration of 25-50 µg/mL.4 A limitation of the 
method is that at a pH of 5.5, many isolates of M. tuberculosis either fail to grow or grow poorly.  
Agar-based methods such as the agar proportion method have not proven to be satisfactory for 
PZA susceptibility testing because of failure of many isolates to grow when the agar has been 
acidified for the PZA test.  
 
The second method, known as the BACTEC 460TB radiometric susceptibility method,5  is based 
on the production of radioactive 14C-labeled carbon dioxide by the growing mycobacteria, 
manifested by a Growth Index increase in the system. A modification to the BACTEC 460TB 
susceptibility method was developed using a modified 7H12 radiometric medium, BACTEC 
PZA Test Medium, with a reduced pH of 6.0.6 At this pH, PZA activity against mycobacteria can 
be determined without inhibiting the growth of most M. tuberculosis isolates. The BACTEC 
460TB PZA susceptibility test uses a pyrazinamide drug concentraton of 100 µg/mL. 
Susceptibility testing in the BACTEC 460TB System has proven to be satisfactory and is 
presently considered the reference method for PZA susceptibility testing.  The National 
Committee for Clinical Laboratory Standards (NCCLS) recommends the BACTEC 460TB 
method for PZA susceptibility testing.2 
 
Use of the BACTEC MGIT 960 System in combination with the BACTEC MGIT 960 PZA kit 
is a non-radiometric method of determining antimycobacterial susceptibility to PZA.  The 
BACTEC MGIT 960 PZA Kit has been developed to allow susceptibility testing at a PZA 
concentration of 100 µg/mL. This concentration correlates with the concentration used in the 
BACTEC 460TB System.  
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III. PRINCIPLES OF THE PROCEDURE 
BACTEC MGIT 960 PZA Medium is a tube containing a modified Middlebrook 7H9 Broth, 
which supports the growth and detection of mycobacteria at a reduced pH of 5.9. The MGIT 960 
PZA Medium tube contains a fluorescent compound embedded in silicone on the bottom of a 16 
x 100 mm round-bottom tube. The fluorescent compound is sensitive to the presence of oxygen 
dissolved in the broth. The initial concentration of dissolved oxygen quenches the emission from 
the compound, and little fluorescence can be detected. Later, actively growing and respiring 
microorganisms consume the oxygen, which allows the compound to fluoresce. 
 
The BACTEC MGIT 960 PZA Kit is a 4 – 21 day qualitative test. The test is based on growth 
of the M. tuberculosis isolate in a drug-containing tube compared to a drug-free tube (Growth 
Control). The BACTEC MGIT 960 instrument continually monitors tubes for increased 
fluorescence. Analysis of fluorescence in the drug-containing tube compared to the fluorescence 
of the Growth Control tube is used by the instrument to determine susceptibility results. 
 
The BACTEC MGIT 960 instrument automatically interprets these results and reports a  
susceptible or resistant result. 
 

IV. REAGENTS 
The BACTEC MGIT PZA Medium contains 110 µL of fluorescent indicator and 7 mL of PZA 
broth. The indicator contains Tris 4, 7-diphenyl-1, 10 phenanthroline ruthenium chloride 
pentahydrate in a silicone rubber base. The tubes are capped with a polypropylene cap. The pH is 
adjusted to 5.9. 
Approximate Formula* Per L of Purified Water: 
 Modified Middlebrook 7H9 broth 5.9 g  
 Casein peptone    1.25 g 
 
BACTEC MGIT 960 PZA Kit contains two lyophilized vials of pyrazinamide and six vials of 
PZA Supplement. 
Approximate Formula* Per Vial Lyophilized drug: 
 Pyrazinamide     20,000 µg 
 
BACTEC MGIT 960 PZA Supplement contains 15 mL of enrichment 
Approximate Formula* Per L Purified Water: 

Bovine albumin    50.0 g  
Catalase     0.03 g  
Dextrose     20.0 g  
Oleic Acid    0.1 g 
Polyoxyethylene stearate (POES)  1.1 g  
 

*Adjusted and/or supplemented as required to meet performance criteria. 
Storage and reconstitution of reagents:   
BACTEC MGIT 960 PZA Medium -  On receipt, store at 2 – 25ºC. DO NOT FREEZE. Broth 
should appear clear and colorless. Do not use if turbid. Minimize exposure to light. Tubes stored 
as labeled prior to use, may be inoculated up to the expiration date. 
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BACTEC MGIT 960 PZA Drug vials – On receipt, store the lyophilized drug vials at 2 – 8°C. 
Once reconstituted, the antibiotic solution may be frozen and stored at -20°C or colder up to six 
months, not to exceed the original expiration date. Once thawed, use immediately. Discard 
unused portions. 
 
BACTEC MGIT 960 PZA Supplement – On receipt, store in dark at 2 – 8°C. Avoid freezing or 
overheating. Open and use prior to the expiration date. Minimize exposure to light. 
 
Directions For Use:  
Reconstitute each BACTEC MGIT 960 PZA lyophilized drug vial with 2.5 mL of sterile 
distilled/deionized water to make a stock solution of 8000 µg/mL. 

 
Warnings and Precautions:  For in vitro Diagnostic Use. 
 
POTENTIALLY INFECTIOUS TEST SPECIMEN:  Pathogenic microorganisms, including 
hepatitis viruses and Human Immunodeficiency Virus, may be present in clinical specimens.  
“Standard Precautions”7-10 and institutional guidelines should be followed in handling all items 
contaminated with blood and other body fluids. 
 
Working with M. tuberculosis growth in culture requires Biosafety Level (BSL) 3 practices, 
containment equipment and facilities. 
 
Read and follow directions contained in all appropriate package inserts including the BBL™ 
MGIT™ 7 mL Mycobacteria Growth Indicator Tube.  
 
Prior to use, the user should examine the tubes and vials for evidence of contamination or 
damage. Discard any tubes or vials if they appear unsuitable. Dropped tubes should be examined 
carefully. If damage is seen, the tube should be discarded. 
 
In the event of tube breakage: 1) Close the instrument drawers; 2) Turn off the instrument;  
3) Vacate the area immediately; 4) Consult your facility/CDC guidelines. An inoculated, leaking 
or broken tube may produce an aerosol of mycobacteria; appropriate handling should be 
observed. 
 
Autoclave all inoculated MGIT tubes prior to disposal. 
 

V. SPECIMEN PREPARATION 
All preparations detailed below must be from pure cultures of M. tuberculosis. The laboratory 
should confirm, by appropriate identification techniques, that the isolate to be tested is a pure 
culture of M. tuberculosis. 
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Preparation of the Isolate from Solid Media: 
1. Add 4 mL of BBL Middlebrook 7H9 Broth (or BBL MGIT broth) to a  

  16.5 x 128 mm sterile tube with cap containing 8–10 glass beads. 
2. Scrape with a sterile loop as many colonies as possible from growth no more than 

fourteen days old, trying not to remove any solid medium. Suspend the colonies in 
the Middlebrook 7H9 Broth.  

3. Vortex the suspension for 2–3 minutes to break up the larger clumps. The suspension 
should exceed a 1.0 McFarland standard in turbidity. 

4. Let the suspension sit for 20 min without disturbing. 
5. Transfer the supernatant fluid to another 16.5 x 128 mm sterile tube with cap (avoid 

transferring any of the sediment) and let sit for another 15 min. 
6. Transfer the supernatant fluid (it should be smooth, free of any clumps) to a third  

16.5 x 128 mm sterile tube.  NOTE:  The organism suspension should be greater than 
a 0.5 McFarland standard at this step. 

7. Adjust the suspension to a 0.5 McFarland standard by visual comparison to a 0.5 
McFarland turbidity standard.  Do not adjust below a 0.5 McFarland standard. 

8. Dilute 1 mL of the adjusted suspension in 4 mL of sterile saline (1:5 dilution). Use 
this as the AST inoculum and proceed to "Inoculation Procedure for BACTEC 
MGIT 960 PZA Susceptibility Test."  

 
Preparation from a Positive BACTEC MGlT Tube: 

 
1. The first day of an instrument positive BACTEC MGIT tube is considered Day 0. 
2. For the preparation of the test inoculum, a positive 7 mL MGIT tube should be used 

the day after it first becomes positive on the BACTEC MGIT 960 instrument (Day 
1), up to and including the fifth day (Day 5) after instrument positivity.  A tube which 
has been positive longer than five days should be subcultured to a fresh 7 mL MGIT 
tube containing BACTEC MGIT 960 Growth Supplement and tested on the 
BACTEC MGIT 960 instrument until positive, and used from one to five days 
following positivity. 

3. If the tube is a Day 1 or Day 2 positive, no dilution is required.  Use this as the AST 
inoculum and proceed to "Inoculation Procedure for BACTEC MGIT 960 PZA 
Susceptibility Test." 

4. If the tube is a Day 3, Day 4, or Day 5 positive, then dilute 1 mL of the positive broth 
in 4 mL of sterile saline (1:5 dilution).  Use this as the AST inoculum and proceed to 
"Inoculation Procedure for BACTEC MGIT 960 PZA Susceptibility Test." 

VI. PROCEDURE 
Materials Provided: BACTEC MGIT 960 PZA Kit containing two vials each lyophilized drug 
and six vials of PZA Supplement (approximately 50 tests per kit).  
 
Materials Required But Not Provided: BACTEC MGIT 960 PZA Medium (25 tubes per 
carton), ancillary culture media, reagents, quality control organisms and laboratory equipment as 
required for this procedure. 
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Inoculation Procedure for BACTEC MGIT 960 PZA Susceptibility Test: 
Important considerations when preparing the PZA AST Set are the proper reconstitution of the 
lyophilized drug, use of pure culture and the proper dilution of the organism for the Growth 
Control and PZA tube.  It is important to add drug only to the corresponding MGIT tube labeled 
“PZA”.  Use only the MGIT 960 PZA  supplement supplied with the kit and MGIT 960 PZA 
Medium tubes when performing the PZA AST set. 
 

1. Label two 7 mL MGlT 960 PZA Medium tubes for each test isolate. Label one as GC 
(Growth Control), one as PZA. Place the tubes in the correct sequence in the two tube 
AST set carrier (see BACTEC MGIT 960 User’s Manual, AST Instructions). 

2. Aseptically add 0.8 mL of BACTEC MGlT 960 PZA Supplement to each tube.  
3. Using a micropipet, aseptically pipet 100 µL of 8000 µg/mL BACTEC MGlT 960 

PZA drug solution to the appropriately labeled MGIT PZA tube. No PZA drug 
solution should be added to the MGlT GC tube. 

Drug Concentration of 
Drug after 

Reconstitution* 

Volume Added to 
MGIT Tubes for 

Test 

Final Concentration 
in MGIT Tubes 

MGIT PZA 8000 µg/mL 100 µL 100 µg/mL* 

*PZA must be reconstituted using 2.5 mL sterile/deionized water to achieve the concentration 
indicated. 
 

4. Growth Control tube preparation and inoculation: Aseptically pipet 0.5 mL of the 
AST inoculum (see “SPECIMEN PREPARATION”) into 4.5 mL of sterile saline to 
prepare the 1:10 Growth Control suspension. Mix the Growth Control suspension 
thoroughly. Inoculate 0.5 mL of the 1:10 Growth Control suspension into the MGIT 
tube labeled “GC.” 

NOTE:  It is important to use an appropriately prepared 1:10 dilution for 
the “GC” tube to ensure accurate AST results and avoid PZA AST set 
errors. 

5. Drug-containing tube inoculation: Aseptically pipet 0.5 mL of the AST inoculum 
(see “SPECIMEN PREPARATION”) into the MGIT tube labeled “PZA”. 

6. Tightly recap the tubes. Mix tubes thoroughly by gentle inversion three to four times. 
7. Enter the PZA set into the BACTEC MGIT 960 instrument using the AST set entry 

feature (refer to the BACTEC MGIT 960 User’s Manual, AST Instructions). Ensure 
that the Growth Control tube is in the first left tube position. Select PZA as the drug 
in the 2 tube AST set carrier definition when performing the AST set entry.  

8. Streak 0.1 mL of the organism suspension to a Trypticase™ Soy Agar with 5% 
Sheep Blood (TSA II) plate. Enclose in a plastic bag. Incubate at 35 – 37°C. 

9. Check the blood agar plate at 48 h for bacterial contamination. If the blood agar plate 
shows no growth, then allow PZA testing to proceed. If the blood agar plate shows 
growth, discard the PZA set (refer to the BACTEC MGIT 960 User’s Manual, AST 
Instructions) and repeat testing with a pure culture of Mycobacterium tuberculosis. 
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VII USER QUALITY CONTROL 
Upon receipt of a new shipment or lot number of BACTEC MGIT 960 PZA Kit vials or 
BACTEC MGIT PZA Medium, it is recommended that the control organism shown below be 
tested.  The control organism should be a pure culture and the culture should be prepared 
according to "SPECIMEN PREPARATION" instructions.   

 
The quality control (QC) AST Set should be prepared according to the “Inoculation Procedure 
for BACTEC MGIT 960 PZA Susceptiblity Test” instructions.  Important considerations when 
preparing the QC AST Set are the proper reconstitution of the lyophilized drug, use of pure 
culture and the proper dilution of the QC organism for the Growth Control and PZA tubes.  It is 
important to add drug only to the corresponding MGIT tube labeled “PZA”. 

 
The same control organism should be run as batch QC once each week when susceptibility 
testing is performed.  Observation of the proper results, as shown below, within 4 - 20 days 
indicates that the BACTEC MGIT 960 PZA reagents are ready for use in testing patient 
isolates.   

 
If the proper results are not observed, do not report patient results.  Repeat QC and any patient 
isolates affected by the initial QC failure.  If the repeat QC does not perform as expected, do not 
report patient results.  Do not use the product until you have contacted Technical Services at 
(800) 638-8663 (United States Only). 
 

Strain GC MGIT PZA 

M. tuberculosis 

ATCC™ 27294 

Positive Susceptible 

 
During the external evaluation of the BACTEC MGIT 960 PZA Kit the average time to result 
for the control organism was seven days with a range of four to eleven days.  The most common 
causes of QC failures during the external evaluation were over-inoculated PZA Sets and 
contaminated QC cultures. 

 
VIII. RESULTS 

The BACTEC MGIT 960 instrument will monitor AST sets until a susceptible or resistant 
determination is made.  Once the set testing is completed, the results are reported by the 
BACTEC MGIT 960 instrument (refer to the BACTEC MGIT 960 User’s Manual, AST 
Instructions).  The BACTEC MGIT 960 instrument will report an AST Set result as an Error 
(“X”), no susceptibility interpretation, when certain conditions occur that may affect the test 
results.  Conditions that may result in an Error (“X”) result are described in the AST 
Instructions,  
Section 6 – Troubleshooting of the BACTEC MGIT 960 User’s Manual. 

 
It is important to include the test method, drug name and concentration when reporting results. 
The Pulmonary and/or Infectious Disease specialist in TB control should be consulted 
concerning the appropriate therapeutic regimen and dosages. 
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Mono-resistance to pyrazinamide is uncommon, therefore in the event of unexpected resistant 
results, verify purity and identification of the isolate tested as M. tuberculosis.  Guidelines for 
mycobacterial purity checks can be found in the NCCLS M24 standard.2 
 
 
BACTEC MGIT 960 PZA result reporting 

Drug 
(concentration) 

MGIT 960 
result 

 
Recommended Report 

 
Action 

Susceptible 
Isolate tested with BACTEC MGIT 
960 [PZA/100 µg/mL] and result is 

susceptible. 

No action. 

Resistant 
Isolate tested with BACTEC MGIT 
960 [PZA/100 µg/mL] and result is 

resistant. 

If isolate is mono-
resistant to PZA, 

confirm that isolate 
tested is a pure culture 

of Mycobacterium 
tuberculosis. 

PZA (100 
µg/mL) 

 

Error “X” No report. Repeat test. 
 

IX. LIMITATIONS OF THE PROCEDURE 
The BACTEC MGIT 960 PZA susceptibility test does not interpret the degree of susceptibility 
of the isolate being tested.  Results are reported as either susceptible or resistant. 
 
The BACTEC MGIT 960 PZA susceptibility test can only be performed using the BACTEC 
MGIT 960 instrument. The PZA Sets cannot be read manually. 
 
Use only pure cultures of M. tuberculosis. Cultures that are contaminated or that may contain 
multiple species of mycobacteria may give erroneous results and should not be tested.  Direct 
testing from clinical specimens is not recommended. 
 
Suspensions made from solid media must be allowed to settle for the prescribed times prior to 
standardization. Inoculum preparations made from solid media should be visually compared to a 
0.5 McFarland turbidity standard; failure to do so may give inaccurate results or cause an AST 
Set error. 
 
Failure to use the 1:5 dilution of the organism suspension, when indicated, to inoculate the drug 
containing tubes may give inaccurate results. 
 
Failure to use a 1:10 dilution of the organism suspension for the inoculation of the Growth 
Control tube may give inaccurate results or cause an AST Set error. 
 
Failure to reconstitute the PZA drug with the appropriate volume of sterile distilled / deionized 
water may give inaccurate results. 
 
Thorough mixing of inoculated tubes is important.  Failure to mix the tubes adequately may lead 
to false resistant results. 
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Failure to load the tubes of the AST Set into the AST Set Carrier in the proper sequence may 
give inaccurate results. Failure to select the appropriate set carrier drug definition may result in 
invalid or inaccurate results. 
 
Failure to load the AST Set into the instrument correctly will result in an anonymous condition 
that must be resolved within eight hours.  If condition is not resolved within eight hours, the 
AST Set must be discarded and set up again. 

 
Failure to use the BACTEC MGIT 960 PZA Supplement in the PZA AST set may give 
inaccurate results.  DO NOT add BACTEC MGIT 960 SIRE Supplement or BACTEC MGIT 
960 Growth Supplement to the PZA AST set. 
 
Failure to use BACTEC MGIT PZA Medium for the PZA AST set may give inaccurate results.  
DO NOT substitute BBL MGIT 7 mL Mycobacteria Growth Indicator Tubes for BACTEC 
MGIT PZA Medium. 
 

X. EXPECTED VALUES 
A total of 118 clinical isolates of M. tuberculosis were tested with the BACTEC MGIT 960 
PZA susceptibility test at four geographically diverse sites. The testing included both fresh 
clinical and subcultured isolates from both liquid and solid culture sources.  A total of 228 PZA 
susceptibility tests (liquid and solid) were performed.   

 
During the external evaluation of the BACTEC MGIT 960 PZA Kit, there were nine PZA tests 
from clinical trial isolates that required repeat testing due to contamination (six isolates) or over-
inoculation/procedural errors (three isolates). 

 
The average time-to-result for the BACTEC MGIT 960 PZA susceptibility test is seven days 
with a range from four to seventeen days.  The data are shown in Figure 1. 
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Figure 1: Distribution of BACTEC MGIT 960 PZA AST Time to Result 
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XI. PERFORMANCE CHARACTERISTICS 

Analytical Studies 
 
Liquid and Solid Media AST Inoculum Ranges: 
 
Liquid media - The recommended procedure for preparing a PZA Set from a positive MGIT 7 
mL tube uses a direct inoculum on Day 1 and Day 2 post-positivity and a dilute (1:5) inoculum 
on Day 3 to Day 5 post-positivity.  Internal studies show that inocula prepared from a Day 1 to 
Day 5 positive MGIT 7 mL tube range between 2.0 x 104 to 7.5 x 106 CFU/mL. 
 
Solid media - The recommended procedure for preparing a PZA Set from growth on solid media 
(up to 14 days after first visible growth is seen) uses a 1:5 dilution of an organism suspension 
equivalent to a 0.5 McFarland Standard. Internal studies show that inocula prepared from solid 
medium culture range between 2.1 x 105 to 3.9 x 106 CFU/mL. 
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Lot Reproducibility: 
 
Lot reproducibility was evaluated using twenty-five M. tuberculosis strains (including three 
ATCC™ strains).  Each strain was tested in triplicate with the BACTEC MGIT 960 PZA 
susceptibility test.  Each replicate represented a separate test condition differentiated by lot of 
PZA drug, PZA Supplement and PZA medium used (three lots each). 
 
Observed results were compared to the expected results.  The overall reproducibility for the 
BACTEC MGIT 960 PZA susceptibility test is 96.8%. 
 
CDC Challenge Panel Testing: 
 
The performance of the BACTEC MGIT 960 PZA susceptibility test was evaluated using a 
panel of challenge strains obtained from the Centers for Disease Control and Prevention (CDC), 
Atlanta, GA, USA.  The panel consisted of nine strains of M. tuberculosis with known 
susceptibility patterns (using BACTEC 460TB).  The panel was tested in triplicate with the 
BACTEC MGIT 960 PZA susceptibility test.  The BACTEC MGIT 960 PZA results were 
compared to the CDC expected results.  The overall agreement with CDC expected results for 
the BACTEC MGIT 960 PZA test is 98.7%. 

 
Clinical Evaluation 
 
The BACTEC MGIT 960 PZA susceptibility test was evaluated at four geographically diverse 
clinical sites composed of regional reference centers and university hospital-based laboratories, 
including two ex-US sites. The BACTEC MGIT 960 PZA susceptibility test was compared to 
the BACTEC 460TB PZA susceptibility test method.  
 
Reproducibility Testing: 
 
The reproducibility of the BACTEC MGIT 960 PZA susceptibility test was evaluated at the 
clinical sites using a panel of five qualified strains.  The BACTEC MGIT 960 PZA test results 
were compared to the expected results. The overall reproducibility for the BACTEC MGIT 960 
PZA susceptibility test is 94%. 
 
 
CDC Challenge Panel Testing: 
 
The performance of the BACTEC MGIT 960 PZA susceptibility test was evaluated at each of 
the four clinical sites using a panel of challenge strains obtained from the Centers for Disease 
Control and Prevention (CDC), Atlanta, GA, USA. The panel consisted of nine strains of M. 
tuberculosis with known susceptibility patterns (using BACTEC 460TB).  Of the thirty-six PZA 
results collected with the BACTEC MGIT 960 PZA susceptibility test, thirty-three agreed with 
the CDC expected results.  The calculated percent agreement to the CDC expected results for the 
BACTEC MGIT 960 PZA susceptibility test is 91.7%. 
 
Clinical Isolate Testing: 
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A total of 118 clinical isolates of M. tuberculosis were tested with the BACTEC MGIT 960 
PZA susceptibility test and the BACTEC 460TB PZA susceptibility test. This included testing 
of both fresh clinical and subcultured isolates from both liquid and solid culture sources. This 
generated a total of 228 test results. 
 
Table 1 presents the results from clinical isolate testing for PZA drug at 100 µg/mL from liquid 
source cultures, from solid source cultures and both source cultures combined. 
 

Table 1: Clinical Isolate Results – BACTEC MGIT 960 PZA test Compared to BACTEC 460TB test 
 

 
 

 BACTEC 460TB 
System 

 
BACTEC MGIT 960 System 

  Expected PZA Results Susceptible Results Resistant Results 

Source # 
Tests S R # 

agree 
Category 

agreement % 
(95% CI) 

# 
agree 

Category 
agreement % 

(95% CI) 

LIQUID 112 89 23 88 98.9%  
(93.9-100) 22 95.7%  

(78.1-99.9) 

SOLID 113* 90 23 88 97.8% 
 (92.2-99.7) 20 87.0% 

 (66.4-97.2) 
ALL 225* 179 46 176 98.3%  

(95.2-99.7) 42 91.3%  
(79.2-97.6) 

*Three BACTEC 460TB borderline results are not included in this table. 
 

All isolates with discordant BACTEC MGIT 960 PZA results were tested using the BACTEC 
460TB PZA susceptibility test at two independent sites.  Discordant results were those strains 
where the BACTEC MGIT 960 PZA result differed from the BACTEC 460TB PZA result.  
Borderline results are not included in the performance calculations for the BACTEC MGIT 960 
PZA Kit. 

 
Of the four discordant PZA susceptible (S-MGIT 960, R-BACTEC 460TB) isolates tested, one 
had susceptible results from both independent sites and the other three had resistant results from 
both independent sites.  Of the three discordant PZA resistant (R-MGIT 960, S-BACTEC 
460TB) isolates tested, all isolates had susceptible results from both independent sites.   

 
Two of the three BACTEC 460TB borderline PZA results (S-MGIT 960, B-BACTEC 460TB) 
had susceptible results from both independent sites.  One of the three BACTEC 460TB 
borderline PZA results (R-MGIT 960, B-BACTEC 460TB) had one independent site determine 
a susceptible result.  The other independent site determined a borderline result. 
 

XII. AVAILABILITY 
Cat. No. Description 
245128 BACTEC™ MGIT™ 960 PZA Kit, carton of 2 lyophilized drug vials and 6 

PZA Supplements. 
245115 BACTEC™ MGIT™ PZA Medium, carton of 25 tubes. 
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Kit Components 
Kit Product No. Kit Product Description 

245128 Kit Drug Pza Mgit 

 

 

 

Kit Component(s) Kit Component(s) Description 

    8019891 MGIT PZA 

    WP245128JAA SUPPLEMENT PZA 

 

IMDG  

  

Special precautions for user: Not regulated. 

 

IATA  

Special precautions for user: Not regulated. 

 

 

 

 

 

Please note: If a listed component does not have a corresponding document included, this means that 

the product is not hazardous and does not require a Safety Data Sheet.
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SAFETY DATA SHEET 
 

1. Identification 

Product identifier 

Product No.: Product name: 
Common name(s), synonym(s) 

8019891 MGIT PZA 
 

Other means of identification 
SDS number: 088100156805 

 
Recommended use and restriction on use 

Recommended use: Laboratory Chemicals 
Restrictions on use: None known.  

 
Manufacturer/Importer/Supplier/Distributor Information 

 
Manufacturer 

 
Company Name: BD Diagnostic Systems 
Address: 7 Loveton Circle 

21152 Sparks, MD USA 
Telephone: 1 410 771 0100  or 1 800 638 8663 
Fax:  
Contact Person: Tech Services 

 
 Emergency telephone number: ChemTrec 1 800 424 9300 
 

2. Hazard(s) identification 

 
Hazard Classification 

Not classified 
 

 
Hazard Symbol: No symbol 

 
Signal Word: No signal word. 

 
Hazard Statement: Not applicable 
Precautionary 
Statements 

Not applicable  

 
 

Other hazards which do not 
result in GHS classification: 

None. 
 

 

3. Composition/information on ingredients 

 

Label Elements 
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Mixtures 
 

Composition Comments: The components are not hazardous or are below required disclosure limits.  
 

4. First-aid measures 

 
General information:  Get medical attention if symptoms occur.  

 
Ingestion:  Get medical attention if symptoms occur.  

 
Inhalation: Provide fresh air, warmth and rest, preferably in comfortable upright sitting 

position.  
 
Skin Contact: Wash contact areas with soap and water. Remove contaminated clothing. 

Launder contaminated clothing before reuse.  
 
Eye contact: Flush thoroughly with water. If irritation occurs, get medical assistance.  

 
Most important symptoms/effects, acute and delayed 

 
Symptoms: No data available. 

 
Indication of immediate medical attention and special treatment needed  

 
Treatment: No data available. 

 

5. Fire-fighting measures 

 
General Fire Hazards: Extinguish all ignition sources. Avoid sparks, flames, heat and smoking. 

Ventilate. Use water spray to keep fire-exposed containers cool.  

 
Suitable (and unsuitable) extinguishing media 

 

Suitable extinguishing 
media: 

Water spray, fog, CO2, dry chemical, or alcohol resistant foam.  

 
Unsuitable extinguishing 
media: 

None known.  

 
Specific hazards arising from 

the chemical: 
None known.  

 
Special protective equipment and precautions for firefighters 

 
Special fire fighting 
procedures: 

No unusual fire or explosion hazards noted.  

 
Special protective equipment 
for fire-fighters: 

Firefighters must use standard protective equipment including flame 
retardant coat, helmet with face shield, gloves, rubber boots, and in 
enclosed spaces, SCBA.  
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6. Accidental release measures 

 
Personal precautions, 

protective equipment and 
emergency procedures: 

No special precautionary health measures should be needed under 
anticipated conditions of use.  

 
Methods and material for 

containment and cleaning 
up: 

No specific clean-up procedure noted.  

 
Environmental Precautions: Avoid release to the environment.  

 

7. Handling and storage 

 
Precautions for safe handling: When using do not eat, drink or smoke. Read and follow manufacturer's 

recommendations. Use personal protective equipment as required.  
 
Conditions for safe storage, 

including any 
incompatibilities: 

Store in a cool, dry place. Keep container tightly closed.  

 

8. Exposure controls/personal protection 

 
Control Parameters 

Occupational Exposure Limits 
None of the components have assigned exposure limits. 

 
Appropriate Engineering 

Controls 
No special requirements under ordinary conditions of use and with 
adequate ventilation.  

 
Individual protection measures, such as personal protective equipment 

 
General information: Always observe good personal hygiene measures, such as washing after 

handling the material and before eating, drinking, and/or smoking. Routinely 
wash work clothing to remove contaminants. Discard contaminated 
footwear that cannot be cleaned.  

 
Eye/face protection: Wear safety glasses with side shields (or goggles).  

 
Skin Protection 

Hand Protection: Chemical resistant gloves Suitable gloves can be recommended by the 
glove supplier.  Wash hands after contact. 

 
Other: Wear a lab coat or similar protective clothing.  

 
Respiratory Protection: Respiratory protection not required.  

 
Hygiene measures: Observe good industrial hygiene practices.  
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9. Physical and chemical properties 

 
Appearance 

Physical state: solid  

Form: solid  

Color: According to product specification. 

Odor: Characteristic 

Odor threshold: No data available. 

pH: No data available. 

Melting point/freezing point: No data available. 

Initial boiling point and boiling range: No data available. 

Flash Point: No data available. 

Evaporation rate: No data available. 

Flammability (solid, gas): No data available. 

Upper/lower limit on flammability or explosive limits 

Flammability limit - upper (%): No data available. 

Flammability limit - lower (%): No data available. 

Explosive limit - upper (%): No data available. 

Explosive limit - lower (%): No data available. 

Vapor pressure: No data available. 

Vapor density: No data available. 

Relative density: No data available. 

Solubility(ies) 

Solubility in water: No data available. 

Solubility (other): No data available. 

Partition coefficient (n-octanol/water): No data available. 

Auto-ignition temperature: No data available. 

Decomposition temperature: No data available. 

Viscosity: No data available. 
 

10. Stability and reactivity 

 
Reactivity: Stable under normal temperature conditions and recommended use.  

 
Chemical Stability: Material is stable under normal conditions.  

 
Possibility of hazardous 

reactions: 
Not known.  

 
Conditions to avoid: Avoid exposure to high temperatures or direct sunlight.  

 
Incompatible Materials: Strong oxidizers.  
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Hazardous Decomposition 
Products: 

Not known.  

 
 

11. Toxicological information 

 
General information: No data on possible toxicity effects have been found.  

 
Information on likely routes of exposure 

Ingestion: No harmful effects expected in amounts likely to be ingested by accident.  
 

Inhalation: Limited inhalation hazard at normal work temperatures.  
 

Skin Contact: Negligible irritation to skin at ambient temperatures.  
 

Eye contact: Do not get in eyes.  
 

Symptoms related to the physical, chemical and toxicological characteristics 
Ingestion: No data available. 

 
Inhalation: No data available. 

 
Skin Contact: No data available. 

 
Eye contact: No data available. 

 
Information on toxicological effects 

 
Acute toxicity (list all possible routes of exposure) 

 
Oral 

Product: No data available. 
 

Dermal 
Product: No data available. 

 
Inhalation 

Product: No data available. 
 

 
 

Repeated dose toxicity 
Product: No data available. 

 
 

Skin Corrosion/Irritation 
Product: No data available. 

 
 

Serious Eye Damage/Eye Irritation 
Product: No data available. 
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Respiratory or Skin Sensitization 

Product: No data available. 
 
 

Carcinogenicity 
Product: No data available. 

 
IARC Monographs on the Evaluation of Carcinogenic Risks to Humans: 

No carcinogenic components identified 
 

US. National Toxicology Program (NTP) Report on Carcinogens: 
No carcinogenic components identified 

 
US. OSHA Specifically Regulated Substances (29 CFR 1910.1001-1050): 

No carcinogenic components identified 
 

Germ Cell Mutagenicity 
 

In vitro 
Product: No data available. 

 
 

In vivo 
Product: No data available. 

 
 

Reproductive toxicity 
Product: No data available. 

 
 

Specific Target Organ Toxicity - Single Exposure 
Product: No data available. 

 
Specific Target Organ Toxicity - Repeated Exposure 

Product: No data available. 
 

Aspiration Hazard 
Product: No data available. 

 
 

Other effects: None known.  
 
 

12. Ecological information 

 
Ecotoxicity: 
 

Acute hazards to the aquatic environment: 
 

Fish 
Product: No negative effects on the aquatic environment are known.  
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Aquatic Invertebrates 

Product: No negative effects on the aquatic environment are known.  
 

Chronic hazards to the aquatic environment: 
 

Fish 
Product: No negative effects on the aquatic environment are known.  

 
Aquatic Invertebrates 

Product: No negative effects on the aquatic environment are known.  
 

Toxicity to Aquatic Plants 
Product: No negative effects on the aquatic environment are known.  

 
Persistence and Degradability 

 
Biodegradation 

Product: Expected to be readily biodegradable.  
 

BOD/COD Ratio 
Product: No data available. 

 
 

Bioaccumulative potential 
Bioconcentration Factor (BCF) 

Product: No data available. 
 
 

Partition Coefficient n-octanol / water (log Kow) 
Product: No data available. 

 
 
 
Mobility in soil: No data available. 

 
Known or predicted distribution to environmental compartments 

 
Other adverse effects: The product is not expected to be hazardous to the environment.  

 

13. Disposal considerations 

 
General information: Dispose of waste and residues in accordance with local authority 

requirements.  
 
Disposal instructions: No specific disposal method required.  

 
Contaminated Packaging: No data available. 
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14. Transport information 

 
DOTUN Number: Not regulated. 
UN Proper Shipping Name: Not regulated. 
Transport Hazard Class(es)  

Class: Not regulated. 
Label(s): Not regulated. 

Packing Group: Not regulated. 
Marine Pollutant: Not regulated. 
Limited quantity Not regulated. 
Excepted quantity Not regulated. 

  
Special precautions for user: Not regulated. 

 
 

IMDG
UN Number: Not regulated. 
UN Proper Shipping Name: Not regulated. 
Transport Hazard Class(es)  

Class: Not regulated. 
Subsidiary risk: Not regulated. 
EmS No.: Not regulated. 

Packing Group: Not regulated. 
Environmental Hazards  

Marine Pollutant: Not regulated. 
  

Special precautions for user: Not regulated. 
 

IATA 
UN Number: Not regulated. 
Proper Shipping Name: Not regulated. 
Transport Hazard Class(es):  

Class: Not regulated. 
Subsidiary risk: Not regulated. 

Packing Group: Not regulated. 
Environmental Hazards  

Marine pollutant: Not regulated. 
 
  

Special precautions for user: Not regulated. 
 

15. Regulatory information 

 
US Federal Regulations 
 

TSCA Section 12(b) Export Notification (40 CFR 707, Subpt. D) 
None present or none present in regulated quantities. 

 
US. OSHA Specifically Regulated Substances (29 CFR 1910.1001-1050) 

None present or none present in regulated quantities. 
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CERCLA Hazardous Substance List (40 CFR 302.4): 
None present or none present in regulated quantities. 

 
Superfund Amendments and Reauthorization Act of 1986 (SARA) 

 
Hazard categories 
Not classified 
Not classified 

 
SARA 302 Extremely Hazardous Substance 

None present or none present in regulated quantities. 
 

SARA 304 Emergency Release Notification 
None present or none present in regulated quantities. 

 
SARA 311/312 Hazardous Chemical 

 
None present or none present in regulated quantities. 

 
SARA 313 (TRI Reporting) 

None present or none present in regulated quantities. 
 

Clean Water Act Section 311 Hazardous Substances (40 CFR 117.3) 
None present or none present in regulated quantities. 

 
Clean Air Act (CAA) Section 112(r) Accidental Release Prevention (40 CFR 68.130): 

None present or none present in regulated quantities. 
 
US State Regulations 

 
US. California Proposition 65 

No ingredient regulated by CA Prop 65 present. 
 

US. New Jersey Worker and Community Right-to-Know Act 
No ingredient regulated by NJ Right-to-Know Law present. 

 
US. Massachusetts RTK - Substance List 

No ingredient regulated by MA Right-to-Know Law present. 
 

US. Pennsylvania RTK - Hazardous Substances 
No ingredient regulated by PA Right-to-Know Law present. 

 
US. Rhode Island RTK 

No ingredient regulated by RI Right-to-Know Law present. 
 

16.Other information, including date of preparation or last revision 

 
 

Issue Date: 07/17/2018 
 
 

Version #: 1.0 
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Revision Information: No data available.  

 
Further Information: No data available. 

 
Disclaimer: Disclaimer: 

The information contained herein has been obtained from various sources 
and is believed to be correct as of the date issued. However, neither BD nor 
any of its subsidiaries assumes any liabilities whatsoever for the accuracy or 
completeness of the information contained herein. Final determination of 
suitability for a particular use of any material is the sole responsibility of the 
user.   All materials may present unknown hazards and should be used with 
caution.  Although certain hazards are described herein, we cannot 
guarantee that these are the only hazards that exist.  BD provides SDS in 
electronic form so the information may be more easily accessed.  Due to the 
possibility of errors during transmission, BD makes no representations as to 
the completeness or accuracy of the information. 
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SAFETY DATA SHEET 
 

1. Identification 

Product identifier 

Product No.: Product name: 
Common name(s), synonym(s) 

WP245128JAA SUPPLEMENT PZA 
 

Other means of identification 
SDS number: 088100177573 

 
Recommended use and restriction on use 

Recommended use: Laboratory Chemicals 
Restrictions on use: None known.  

 
Manufacturer/Importer/Supplier/Distributor Information 

 
Manufacturer 

 
Company Name: BD Diagnostic Systems 
Address: 7 Loveton Circle 

21152 Sparks, MD USA 
Telephone: 1 410 771 0100  or 1 800 638 8663 
Fax:  
Contact Person: Tech Services 

 
 Emergency telephone number: ChemTrec 1 800 424 9300 
 

2. Hazard(s) identification 

 
Hazard Classification 

Not classified 
 

 
Hazard Symbol: No symbol 

 
Signal Word: No signal word. 

 
Hazard Statement: Not applicable 
Precautionary 
Statements 

Not applicable  

 
 

Other hazards which do not 
result in GHS classification: 

None. 
 

 

3. Composition/information on ingredients 

 

Label Elements 
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Mixtures 
 

Chemical Identity 
Common name and 
synonyms 

CAS number Content in percent (%)* 

Ethanol  64-17-5 0.9177% 
* All concentrations are percent by weight unless ingredient is a gas. Gas concentrations are in percent by volume. 

 

4. First-aid measures 

 
General information:  Get medical attention if symptoms occur.  

 
Ingestion:  Get medical attention if symptoms occur.  

 
Inhalation: Provide fresh air, warmth and rest, preferably in comfortable upright sitting 

position.  
 
Skin Contact: Wash contact areas with soap and water. Remove contaminated clothing. 

Launder contaminated clothing before reuse.  
 
Eye contact: Flush thoroughly with water. If irritation occurs, get medical assistance.  

 
Most important symptoms/effects, acute and delayed 

 
Symptoms: No data available. 

 
Indication of immediate medical attention and special treatment needed  

 
Treatment: No data available. 

 

5. Fire-fighting measures 

 
General Fire Hazards: Extinguish all ignition sources. Avoid sparks, flames, heat and smoking. 

Ventilate. Use water spray to keep fire-exposed containers cool.  

 
Suitable (and unsuitable) extinguishing media 

 

Suitable extinguishing 
media: 

Water spray, fog, CO2, dry chemical, or alcohol resistant foam.  

 
Unsuitable extinguishing 
media: 

None known.  

 
Specific hazards arising from 

the chemical: 
None known.  

 
Special protective equipment and precautions for firefighters 

 
Special fire fighting 
procedures: 

No unusual fire or explosion hazards noted.  
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Special protective equipment 
for fire-fighters: 

Firefighters must use standard protective equipment including flame 
retardant coat, helmet with face shield, gloves, rubber boots, and in 
enclosed spaces, SCBA.  

 

6. Accidental release measures 

 
Personal precautions, 

protective equipment and 
emergency procedures: 

No special precautionary health measures should be needed under 
anticipated conditions of use.  

 
Methods and material for 

containment and cleaning 
up: 

No specific clean-up procedure noted.  

 
Environmental Precautions: Avoid release to the environment.  

 

7. Handling and storage 

 
Precautions for safe handling: When using do not eat, drink or smoke. Read and follow manufacturer's 

recommendations. Use personal protective equipment as required.  
 
Conditions for safe storage, 

including any 
incompatibilities: 

Store in a cool, dry place. Keep container tightly closed.  

 

8. Exposure controls/personal protection 

 
Control Parameters 

Occupational Exposure Limits 

Chemical Identity Type Exposure Limit Values Source 

Ethanol TWA 1,000 ppm 1,900 mg/m3 US. OSHA Table Z-1-A (29 CFR 1910.1000) 
(1989) 

 TWA 1,000 ppm 1,900 mg/m3 US. Tennessee. OELs. Occupational Exposure 
Limits, Table Z1A (06 2008) 

 AN ESL  1,000 ppb US. Texas. Effects Screening Levels (Texas 
Commission on Environmental Quality) (12 
2010) 

 ST ESL  10,000 ppb US. Texas. Effects Screening Levels (Texas 
Commission on Environmental Quality) (12 
2010) 

 AN ESL  1,880 µg/m3 US. Texas. Effects Screening Levels (Texas 
Commission on Environmental Quality) (12 
2010) 

 ST ESL  18,800 
µg/m3 

US. Texas. Effects Screening Levels (Texas 
Commission on Environmental Quality) (12 
2010) 

 TWA PEL 1,000 ppm 1,900 mg/m3 US. California Code of Regulations, Title 8, 
Section 5155. Airborne Contaminants (08 
2010) 

 STEL 1,000 ppm   US. ACGIH Threshold Limit Values (12 2010) 

 REL 1,000 ppm 1,900 mg/m3 US. NIOSH: Pocket Guide to Chemical 
Hazards (2005) 
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 PEL 1,000 ppm 1,900 mg/m3 US. OSHA Table Z-1 Limits for Air 
Contaminants (29 CFR 1910.1000) (02 2006) 

 
Appropriate Engineering 

Controls 
No special requirements under ordinary conditions of use and with 
adequate ventilation.  

 
Individual protection measures, such as personal protective equipment 

 
General information: Always observe good personal hygiene measures, such as washing after 

handling the material and before eating, drinking, and/or smoking. Routinely 
wash work clothing to remove contaminants. Discard contaminated 
footwear that cannot be cleaned.  

 
Eye/face protection: Wear safety glasses with side shields (or goggles).  

 
Skin Protection 

Hand Protection: Chemical resistant gloves Suitable gloves can be recommended by the 
glove supplier.  Wash hands after contact. 

 
Other: Wear a lab coat or similar protective clothing.  

 
Respiratory Protection: Respiratory protection not required.  

 
Hygiene measures: Observe good industrial hygiene practices.  

 

9. Physical and chemical properties 

 
Appearance 

Physical state: solid  

Form: Solid or Flake  

Color: According to product specification. 

Odor: Characteristic 

Odor threshold: No data available. 

pH: No data available.  

Melting point/freezing point:  No data available.  

Initial boiling point and boiling range:  No data available.  

Flash Point:  Not applicable  

Evaporation rate: No data available. 

Flammability (solid, gas): No data available. 

Upper/lower limit on flammability or explosive limits 

Flammability limit - upper (%): No data available. 

Flammability limit - lower (%): No data available. 

Explosive limit - upper (%): No data available. 

Explosive limit - lower (%): No data available. 

Vapor pressure:  No data available.  

Vapor density: No data available. 

Relative density:  No data available.  
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Solubility(ies) 

Solubility in water: Completely Soluble  

Solubility (other): Water.: No data available.  

Partition coefficient (n-octanol/water):  No data available. 

Auto-ignition temperature: No data available. 

Decomposition temperature: No data available. 

Viscosity: Not determined.  
 

10. Stability and reactivity 

 
Reactivity: Stable under normal temperature conditions and recommended use.  

 
Chemical Stability: Material is stable under normal conditions.  

 
Possibility of hazardous 

reactions: 
Not known.  

 
Conditions to avoid: Avoid exposure to high temperatures or direct sunlight.  

 
Incompatible Materials: Strong oxidizers.  

 
Hazardous Decomposition 

Products: 
Not known.  

 
 

11. Toxicological information 

 
General information: No data on possible toxicity effects have been found.  

 
Information on likely routes of exposure 

Ingestion: No harmful effects expected in amounts likely to be ingested by accident.  
 

Inhalation: Limited inhalation hazard at normal work temperatures.  
 

Skin Contact: Negligible irritation to skin at ambient temperatures.  
 

Eye contact: Do not get in eyes.  
 

Symptoms related to the physical, chemical and toxicological characteristics 
Ingestion: No data available. 

 
Inhalation: No data available. 

 
Skin Contact: No data available. 

 
Eye contact: No data available. 
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Information on toxicological effects 
 

Acute toxicity (list all possible routes of exposure) 
 

Oral 
Product: No data available. 

 
Dermal 

Product: No data available. 
 

Inhalation 
Product: No data available. 

 
 
 

Repeated dose toxicity 
Product: No data available. 

 
Specified substance(s): 

Ethanol Based on available data, the classification criteria are not met.  
LOAEL (Rat(Female, Male), Inhalation, 7,318 - 7,496 h): 1.3 mg/l Inhalation 
Read-across from supporting substance (structural analogue or surrogate), 
Weight of Evidence study  
NOAEL (Guinea pig, Inhalation, 10.5 Weeks): 3,000 ppm(m) Inhalation 
Experimental result, Supporting study  
LOAEL (Rat(Male), Inhalation, 1 - 6 Weeks): 13.3 mg/l Inhalation Read-
across from supporting substance (structural analogue or surrogate), 
Supporting study  
LOAEL (Monkey, Inhalation, 5 - 20 d): 3.99 mg/l Inhalation Read-across 
from supporting substance (structural analogue or surrogate), Supporting 
study  

 
Skin Corrosion/Irritation 

Product: No data available. 
 

Specified substance(s): 
Ethanol  

in vivo (Rabbit): Not irritant Experimental result, Key study  

  

 
Serious Eye Damage/Eye Irritation 

Product: No data available. 
 

Specified substance(s): 
Ethanol in vivo (Rabbit, 24 - 72 hrs): Not irritating EU  

 
Respiratory or Skin Sensitization 

Product: No data available. 
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Specified substance(s): 
Ethanol Based on available data, the classification criteria are not met.  

Skin sensitization:, in vivo (Guinea pig): Non sensitising  
 

Carcinogenicity 
Product: No data available. 
Specified substance(s): 
Ethanol Based on available data, the classification criteria are not met.  

 
IARC Monographs on the Evaluation of Carcinogenic Risks to Humans: 

No carcinogenic components identified 
 

US. National Toxicology Program (NTP) Report on Carcinogens: 
No carcinogenic components identified 

 
US. OSHA Specifically Regulated Substances (29 CFR 1910.1001-1050): 

No carcinogenic components identified 
 

Germ Cell Mutagenicity 
 

In vitro 
Product: No data available. 

 
Specified substance(s): 
Ethanol Based on available data, the classification criteria are not met.  

 
In vivo 

Product: No data available. 
 

Specified substance(s): 
Ethanol Based on available data, the classification criteria are not met.  

 
Reproductive toxicity 

Product: No data available. 
 

Specified substance(s): 
Ethanol Based on available data, the classification criteria are not met.  

 
Specific Target Organ Toxicity - Single Exposure 

Product: No data available. 
Specified substance(s): 
Ethanol Based on available data, the classification criteria are not met.  

 
Specific Target Organ Toxicity - Repeated Exposure 

Product: No data available. 
Specified substance(s): 
Ethanol Based on available data, the classification criteria are not met.  

 
Aspiration Hazard 

Product: No data available. 
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Other effects: None known.  
 
 

12. Ecological information 

 
Ecotoxicity: 
 

Acute hazards to the aquatic environment: 
 

Fish 
Product: No negative effects on the aquatic environment are known.  

 
Aquatic Invertebrates 

Product: No negative effects on the aquatic environment are known.  
 

Chronic hazards to the aquatic environment: 
 

Fish 
Product: No negative effects on the aquatic environment are known.  

 
Aquatic Invertebrates 

Product: No negative effects on the aquatic environment are known.  
 

Toxicity to Aquatic Plants 
Product: No negative effects on the aquatic environment are known.  

 
Persistence and Degradability 

 
Biodegradation 

Product: Expected to be readily biodegradable.  
 

BOD/COD Ratio 
Product: No data available. 

 
 

Bioaccumulative potential 
Bioconcentration Factor (BCF) 

Product: No data available. 
 

Specified substance(s): 
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Ethanol Potential to bioaccumulate is low.  
Cyprinus carpio, Bioconcentration Factor (BCF): 4.5 Aquatic sediment Read-
across from supporting substance (structural analogue or surrogate), 
Supporting study  
Cyprinus carpio, Bioconcentration Factor (BCF): 3 Aquatic sediment Read-
across from supporting substance (structural analogue or surrogate), 
Supporting study  
Leuciscus idus, Bioconcentration Factor (BCF): 0.2 Aquatic sediment Read-
across from supporting substance (structural analogue or surrogate), Not 
specified  
Cyprinus carpio, Bioconcentration Factor (BCF): 1 Aquatic sediment Read-
across from supporting substance (structural analogue or surrogate), 
Supporting study  

 
Partition Coefficient n-octanol / water (log Kow) 

Product: Log Kow:  No data available. 
 
 
Mobility in soil: No data available. 

 
Known or predicted distribution to environmental compartments 
Ethanol soil - Very mobile liquid  

 
Other adverse effects: The product is not expected to be hazardous to the environment.  

 

13. Disposal considerations 

 
General information: Dispose of waste and residues in accordance with local authority 

requirements.  
 
Disposal instructions: No specific disposal method required.  

 
Contaminated Packaging: No data available. 

 

14. Transport information 

 
DOTUN Number: Not regulated. 
UN Proper Shipping Name: Not regulated. 
Transport Hazard Class(es)  

Class: Not regulated. 
Label(s): Not regulated. 

Packing Group: Not regulated. 
Marine Pollutant: Not regulated. 
Limited quantity Not regulated. 
Excepted quantity Not regulated. 

  
Special precautions for user: Not regulated. 
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IMDG
UN Number: Not regulated. 
UN Proper Shipping Name: Not regulated. 
Transport Hazard Class(es)  

Class: Not regulated. 
Subsidiary risk: Not regulated. 
EmS No.: Not regulated. 

Packing Group: Not regulated. 
Environmental Hazards  

Marine Pollutant: Not regulated. 
  

Special precautions for user: Not regulated. 
 

IATA 
UN Number: Not regulated. 
Proper Shipping Name: Not regulated. 
Transport Hazard Class(es):  

Class: Not regulated. 
Subsidiary risk: Not regulated. 

Packing Group: Not regulated. 
Environmental Hazards  

Marine pollutant: Not regulated. 
 
  

Special precautions for user: Not regulated. 
 

15. Regulatory information 

 
US Federal Regulations 
 

TSCA Section 12(b) Export Notification (40 CFR 707, Subpt. D) 
None present or none present in regulated quantities. 

 
US. OSHA Specifically Regulated Substances (29 CFR 1910.1001-1050) 

None present or none present in regulated quantities. 
 

CERCLA Hazardous Substance List (40 CFR 302.4): 

Chemical Identity Reportable quantity 
Ethanol 100 lbs.  

 
Superfund Amendments and Reauthorization Act of 1986 (SARA) 

 
Hazard categories 
Not classified 
Not classified 

 
SARA 302 Extremely Hazardous Substance 

None present or none present in regulated quantities. 
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SARA 304 Emergency Release Notification 
Chemical Identity Reportable quantity 
Ethanol 100 lbs.  

 
SARA 311/312 Hazardous Chemical 
Chemical Identity Threshold Planning Quantity 
Ethanol 10000 lbs 

 
SARA 313 (TRI Reporting) 

None present or none present in regulated quantities. 
 

Clean Water Act Section 311 Hazardous Substances (40 CFR 117.3) 
None present or none present in regulated quantities. 

 
Clean Air Act (CAA) Section 112(r) Accidental Release Prevention (40 CFR 68.130): 

None present or none present in regulated quantities. 
 
US State Regulations 

 
US. California Proposition 65 

 
US. New Jersey Worker and Community Right-to-Know Act 

Chemical Identity 
Ethanol 

 
US. Massachusetts RTK - Substance List 

No ingredient regulated by MA Right-to-Know Law present. 
 

US. Pennsylvania RTK - Hazardous Substances 
No ingredient regulated by PA Right-to-Know Law present. 

 
US. Rhode Island RTK 

No ingredient regulated by RI Right-to-Know Law present. 
 

16.Other information, including date of preparation or last revision 

 
 

Issue Date: 07/17/2018 
 
 

Version #: 2.1 
 
Revision Information: No data available.  

 
Further Information: No data available. 

 



 
 

Becton, Dickinson and 
Company 
BD, Franklin Lakes, NJ 
07417  USA 
www.bd.com 

 
 

 Version: 2.1 
Last revised date: 07/17/2018 

 
 

SDS_US 12/12 

 

Disclaimer: Disclaimer: 
The information contained herein has been obtained from various sources 
and is believed to be correct as of the date issued. However, neither BD nor 
any of its subsidiaries assumes any liabilities whatsoever for the accuracy or 
completeness of the information contained herein. Final determination of 
suitability for a particular use of any material is the sole responsibility of the 
user.   All materials may present unknown hazards and should be used with 
caution.  Although certain hazards are described herein, we cannot 
guarantee that these are the only hazards that exist.  BD provides SDS in 
electronic form so the information may be more easily accessed.  Due to the 
possibility of errors during transmission, BD makes no representations as to 
the completeness or accuracy of the information. 
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Safety Data Sheet
acc. to OSHA HCS

Date Prepared: 05/10/2016 Reviewed On: 04/28/2016

42.2.23

1 Identification

· Product Identifier:
· Product Name: BACTEC MGIT 960 PZA Tubes
· Catalog Number: 245115
· Application of the substance / the mixture Laboratory Chemicals

· Details of the supplier of the safety data sheet
· Manufacturer/Supplier:

BD Diagnostic Systems
7 Loveton Circle
Sparks, MD 21152
Telephone: (410) 771 - 0100  or (800) 638 – 8663
Email Address: Technical_Services@bd.com

· Information Department: Technical Service
· Emergency telephone number:

In case of a chemical emergency, spill, fire, exposure, or accident, contact BD Diagnostic
Systems (410) 771-0100 or (800)-638-8663, or ChemTrec at (800) 424-9300.

2 Hazard(s) identification

· Classification of the substance or mixture
The product is not classified according to the Globally Harmonized System (GHS).

· Label elements
· GHS label elements Void
· Hazard pictograms Void
· Signal word Void
· Hazard statements Void
· NFPA ratings (scale 0-4)

0
0

0

Health = 0
Flammability = 0
Reactivity = 0

· HMIS ratings (scale 0-4)

  HEALTH

  FIRE

  REACTIVITY

0

0

0

Health = 0
Flammability = 0
Reactivity = 0

· Other hazards
· Results of PBT and vPvB assessment
· PBT: Not applicable.
· vPvB: Not applicable.

 US 

(Contd. on page 2)
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Product Name: BACTEC MGIT 960 PZA Tubes

(Contd. of page 1)

42.2.23

3 Composition/information on ingredients

· Chemical characterization: Mixture
· Description: Mixture consisting of the following components.

· Dangerous Components: Void
· Additional information Risk phrases refer to section 15.

4 First-aid measures

· Description of first aid measures
· General information No special measures required.
· After inhalation Seek medical treatment in case of complaints.
· After skin contact Immediately wash with water and soap and rinse thoroughly.
· After eye contact

Rinse opened eye for several minutes under running water. If symptoms persist, consult a
doctor.

· After swallowing If symptoms persist consult doctor.
· Information for doctor Show this product label or this SDS.
· Most important symptoms and effects, both acute and delayed

No further relevant information available.
· Indication of any immediate medical attention and special treatment needed

No further relevant information available.

5 Fire-fighting measures

· Extinguishing media
· Suitable extinguishing agents

CO2, ABC multipurpose dry chemical or water spray. Fight larger fires with water spray or
alcohol resistant foam.

· Special hazards arising from the substance or mixture
No further relevant information available.

· Advice for firefighters
· Protective equipment: No special measures required.

6 Accidental release measures

· Personal precautions, protective equipment and emergency procedures Not required.
· Environmental precautions: Wipe up with damp sponge or mop.
· Methods and material for containment and cleaning up: No special measures required.
· Reference to other sections

See Section 7 for information on safe handling.
See Section 8 for information on personal protection equipment.

(Contd. on page 3)
 US 
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42.2.23

See Section 13 for disposal information.

7 Handling and storage

· Handling
· Precautions for safe handling No special measures required.
· Information about protection against explosions and fires:

No special measures required.

· Conditions for safe storage, including any incompatibilities
· Storage
· Requirements to be met by storerooms and receptacles: No special requirements.
· Information about storage in one common storage facility:

Store away from oxidizing agents.
· Further information about storage conditions:

Store in cool, dry conditions in well sealed containers.
· Specific end use(s) No further relevant information available.

8 Exposure controls/personal protection

· Additional information about design of technical systems:
No further data; see Section 7.

· Control parameters
· Components with limit values that require monitoring at the workplace:

The product does not contain any relevant quantities of materials with critical values that
have to be monitored at the workplace.

· Additional information: The lists that were valid during the creation were used as basis.

· Exposure controls
· Personal Protective Equipment
· General protective and hygienic measures

The usual precautionary measures for handling chemicals should be followed.
· Breathing equipment: Not required.
· Protection of hands:

Chemical resistant gloves (i.e. nitrile, or equivalent).

· Eye protection: Safety glasses
· Body protection: Protective work clothing (lab coat).

 US 

(Contd. on page 4)
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42.2.23

9 Physical and chemical properties

· Information on basic physical and chemical properties
· General Information
· Appearance:

Form: Liquid
Color: Clear

· Odor: Characteristic
· Odor threshold: Not determined.

· pH-value at 20 °C (68 °F): 5.8

· Change in condition Undetermined
· Melting point/Melting range: Not determined
· Boiling point/Boiling range: Not determined

· Flash point: Not applicable

· Flammability (solid, gaseous) Not applicable.

· Ignition temperature:

Decomposition temperature: Not determined.

· Auto igniting: Product is not self igniting.

· Danger of explosion: Product does not present an explosion hazard.

· Explosion limits:
Lower: Not determined.
Upper: Not determined.

· Vapor pressure: Not determined.

· Density: Not determined
· Relative density Not determined.
· Vapor density Not determined.
· Evaporation rate Not determined.

· Solubility in / Miscibility with
Water: Soluble

· Partition coefficient (n-octanol/water): Not determined.

· Viscosity:
dynamic: Not determined.
kinematic: Not determined.

· Other information No further relevant information available.

 US 

(Contd. on page 5)
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42.2.23

10 Stability and reactivity

· Reactivity No further relevant information available.
· Chemical stability
· Thermal decomposition / conditions to be avoided:

No decomposition if used according to specifications.
· Possibility of hazardous reactions No dangerous reactions known
· Conditions to avoid No further relevant information available.
· Incompatible materials: Incompatible material: strong oxidizers.
· Hazardous decomposition products: No dangerous decomposition products known.

11 Toxicological information

· Information on toxicological effects
· Acute toxicity:
· Primary irritant effect:
· on the skin: No irritating effect.
· on the eye: No irritating effect.
· Sensitization: No sensitizing effects known.
· Additional toxicological information:

The product shows the following dangers according to internally approved calculation
methods for preparations:
The product is not subject to OSHA classification according to internally approved calculation
methods for preparations.
When used and handled according to specifications, the product does not have any harmful
effects according to our experience and the information provided to us.

· Carcinogenic categories
· IARC (International Agency for Research on Cancer)

None of the ingredients is listed.

· NTP (National Toxicology Program)
None of the ingredients is listed.

· OSHA-Ca (Occupational Safety & Health Administration)
None of the ingredients is listed.

12 Ecological information

· Toxicity
· Aquatic toxicity: No further relevant information available.
· Persistence and degradability No further relevant information available.
· Behavior in environmental systems:
· Bioaccumulative potential No further relevant information available.

(Contd. on page 6)
 US 
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42.2.23

· Mobility in soil No further relevant information available.
· Ecotoxical effects:
· Other information:

The ecological effects have not been thoroughly investigated, but currently none have been
identified.

· Results of PBT and vPvB assessment
· PBT: Not applicable.
· vPvB: Not applicable.
· Other adverse effects No further relevant information available.

13 Disposal considerations

· Waste treatment methods
· Recommendation

Smaller quantities can be disposed of with solid waste.
This product is not considered a RCRA hazardous waste.
Dispose of material in accordance with federal (40 CFR 261.3), state and local requirements.

· Uncleaned packagings:
· Recommendation: Disposal must be made according to state and federal regulations.
· Recommended cleansing agent: Water, if necessary with cleansing agents.

14 Transport information

· UN-Number

· DOT, ADN, IMDG, IATA Void

· UN proper shipping name

· DOT, ADN, IMDG, IATA Void

· Transport hazard class(es)

· DOT, ADN, IMDG, IATA

· Class Void

· Packing group

· DOT, IMDG, IATA Void

· Environmental hazards: Not applicable.

· Special precautions for user Not applicable.

(Contd. on page 7)
 US 
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42.2.23

· Transport in bulk according to Annex II of
MARPOL73/78 and the IBC Code Not applicable.

· Transport/Additional information: Not dangerous according to the above
specifications.

· UN "Model Regulation": Void

15 Regulatory information

· Safety, health and environmental regulations/legislation specific for the substance or
mixture

· SARA Section 355 (extremely hazardous substances)
None of the ingredients is listed.

· SARA Section 313 (specific toxic chemical listings)
None of the ingredients is listed.

· TSCA (Toxic Substances Control Act)
All ingredients are listed.

· California Proposition 65 - Chemicals known to cause cancer
None of the ingredients is listed.

· California Proposition 65 - Chemicals known to cause reproductive toxicity for
females:
None of the ingredients is listed.

· California Proposition 65 - Chemicals known to cause reproductive toxicity for males:
None of the ingredients is listed.

· California Proposition 65 - Chemicals known to cause developmental toxicity:
None of the ingredients is listed.

· Carcinogenic categories
· TLV (Threshold Limit Value established by ACGIH)

None of the ingredients is listed.
· GHS label elements Void
· Hazard pictograms Void
· Signal word Void
· Hazard statements Void
· Chemical safety assessment: A Chemical Safety Assessment has not been carried out.

16 Other information
To the best of our knowledge, the information contained herein is accurate. However, neither
Becton, Dickinson and Company or any of its subsidiaries assumes any liabilities whatsoever

(Contd. on page 8)
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42.2.23

for the accuracy or completeness of the information contained herein. Final determination of
suitability of any material is the sole responsibility of the user. All materials may present
unknown hazards and should be used with caution. Although certain hazards are described
herein, we can not guarantee that these are the only hazards that exist.

· Department issuing SDS:
Environmental, Health & Safety
Created by Michael J. Spinazzola

· Contact: Technical Service Representative
· Date of preparation / last revision 05/10/2016 / -
· Abbreviations and acronyms:

IMDG: International Maritime Code for Dangerous Goods
DOT: US Department of Transportation
IATA: International Air Transport Association
ACGIH: American Conference of Governmental Industrial Hygienists
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
NFPA: National Fire Protection Association (USA)
HMIS: Hazardous Materials Identification System (USA)
LD50: Lethal dose, 50 percent
PBT: Persistent, Bioaccumulative and Toxic
vPvB: very Persistent and very Bioaccumulative
OSHA: Occupational Safety & Health
TLV: Threshold Limit Value
PEL: Permissible Exposure Limit
REL: Recommended Exposure Limit
ADR: Accord européen sur le transport des marchandises dangereuses par Route (European Agreement
concerning the International Carriage of Dangerous Goods by Road)
LC50: Lethal concentration, 50 percent
BEI: Biological Exposure Limit
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