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UTILIZARE SPECIFICA
Flaconul BBLMGIT Mycobacteria Growth Indicator Tube suplimentat cu BACTEC MGIT Growth Supplement si BBLMGIT PANTA
antibiotic mixture este destinat detectarii si recuperarii micobacteriilor cu ajutorul sistemelor BACTEC MGIT 960 si BACTEC MGIT
320. Tipurile de probe acceptate sunt probe clinice extrase si decontaminate (cu exceptia urinei) si lichide biologice sterile (cu
exceptia sangelui).

REZUMAT $I EXPLICATII

n perioada 1985-1992, numarul de cazuri de infectie cu Mycobacterium tuberculosis (MTB) raportate au crescut cu 18%.
Tuberculoza inca ucide aproximativ 3 milioane de oameni pe an in intreaga lume, fiind boala infectioasa care determina cele
mai multe decese." Intre 1981 si 1987, studiile facute pe pacienti cu SIDA au ar&tat ca 5,5% dintre acestia au infectii
micobacteriene netuberculoase; adica, MAC. Pana in 1990, cresterea numarului de cazuri de infectie micobacteriana
netuberculoasa diseminata a rezultat intr-o incidenta cumulata de 7,6%.% Pe langa recrudescenta MTB, MTB multirezistenta la
medicamente (MDR-TB) a devenit un motiv serios de ingrijorare. intarzierile laboratoarelor in cresterea culturilor, identificarea
si raportarea cazurilor de MDR-TB au contribuit, cel putin in parte, la raspandirea bolii.?

Centrele de control si prevenire a bolilor (CDC), din S.U.A., au recomandat depunerea oricarui efort din partea laboratoarelor
pentru a utiliza cele mai rapide metode disponibile pentru diagnosticarea micobacteriilor. Aceste recomandari includ folosirea
atat a mediilor lichide cat si a celor solide pentru cultura micobacteriilor.3#

Flaconul MGIT Mycobacteria Growth Indicator Tube contine 7 mL de baza de bulion modificat Middlebrook 7H9.5¢ Mediul
complet, imbogatit cu OADC, si amestecul antibiotic PANTA, este unul dintre cele mai folosite medii lichide de cultura pentru
micobacterii.

Toate tipurile de specimene clinice, pulmonare si extrapulmonare, (cu exceptia sangelui si a urinei) pot fi procesate pentru
izolare primara in flaconul MGIT folosind metode conventionale.* Proba procesata este inoculata intr-un flacon MGIT, plasat in
instrumentul BACTEC MGIT pentru monitorizare continua pana la pozitivare sau pana la incheierea protocolului de testare.

PRINCIPIILE PROCEDURII

Un compus fluorescent este inglobat in silicon pe fundul flacoanelor cu fund rotund de 16 x 100 mm. Compusul fluorescent este
sensibil la prezenta oxigenului dizolvat in bulion. Concentratia initiala a oxigenului dizolvat reprima degajarea din compus,
putand fi astfel observata o mica fluorescenta. Mai tarziu, microorganismele care respira activ consuma oxigenul si permit
detectarea fluorescentei.

Flacoanele introduse in instrumentul BACTEC MGIT sunt incubate continuu la 37 °C si monitorizate pentru cresterea
fluorescentei la fiecare 60 de minute. Analizarea fluorescentei este folosita pentru a determina daca flaconul este pozitiv
conform criteriilor dispozitivului, adica daca mostrele testate contin organisme viabile. Un flacon pozitiv in dispozitiv contine
aproximativ 10° pana la 10° unitati formatoare de colonii pe mililitru (UFC/mL). Fiolele de cultura care raman negative minim

42 de zile (pana la 56 de zile) si care nu prezinta nici un semn vizibil de pozitivare sunt scoase din dispozitiv fiind considerate
negative si se sterilizeaza inainte de a fi aruncate.

BACTEC MGIT Growth Supplement este adaugat in fiecare flacon MGIT pentru a asigura substante esentiale pentru cresterea
rapida a micobacteriilor. Acidul oleic este utilizat de bacteriile tuberculoase si joaca un rol important in metabolismul
micobacteriilor. Albumina actioneaza ca un agent protector prin legarea acizilor grasi liberi ce ar putea fi toxici pentru speciile
de Mycobacterium, potentand astfel recuperarea lor. Dextroza este o sursa de energie. Catalaza distruge peroxizii toxici ce ar
putea fi prezenti in mediu.

Contaminarea se reduce prin suplimentarea bazei de bulion BBL MGIT cu BACTEC MGIT Growth Supplement/BBL MGIT PANTA
antibiotic mixture inainte de inocularea cu o proba clinica.

REACTIVI

BBL MGIT Mycobacteria Growth Indicator Tube contine: 110 pL de indicator fluorescent si 7 mL de bulion. Indicatorul contine
pentahidrat clorura de ruteniu tri 4, 7-difenil-1, 10-fenantrolina intr-o baza de latex siliconat. Flacoanele sunt curatate cu CO,10%
si acoperite cu capace de polipropilena.

Formula* aproximativa pentru un L de apa purificata:

Baza de bulion Middlebrook 7H9 modificat
Peptona de cazeina........cccoceeeeeenneeeieeeeeee e

BACTEC MGIT Growth Supplement contine 15 mL de agent de imbogatire Middlebrook OADC
Formula* aproximativa pentru un L de apa purificata:

Albuming boViNG.......cccovriiienieereeceree e 50,09 Catalaza ...ccoceveverieienee e
DEXIrOZE . .cceveeieeeeieeeeeeeeeeeeeeeeeeeeeeeeees ...20,0g Acidoleic
Stearat de polioxietilena (POES)......c.cccccevvrerverreenne. 119

Fiola de BBL MGIT PANTA contine un amestec liofilizat de agenti antimicrobieni.
Formula* aproximativa pentru o fiola liofilizata PANTA:

PolimixXina B......cooueeriieieirie e 6,000 unitat  Trimetoprim .......cccoconiiiiiiiiie e 600 ug
Amfotericina B ... AZIOCHTNG ..o 600 ug
Acid NalidiXiC ..o

*Ajustata si/sau suplimentata dupa cum este necesar pentru a indeplini criteriile de performanta.
Depozitarea reactivilor: BBL MGIT Mycobacteria Growth Indicator Tubes — La receptie, depozitati-le la 2 - 25 °C. NU




CONGELATI. Reduceti la minim expunerea la lumina. Bulionul trebuie sé fie clar si incolor. Nu il utilizati daca este tulbure.
Flacoanele MGIT pastrate conform etichetei inainte de a fi folosite, pot fi inoculate pana la termenul de expirare si incubate
pana la opt saptamani.

BACTEC MGIT Growth Supplement — La receptie, trebuie depozitat la intuneric la 2 — 8 °C. Evitati congelarea sau supraincalzirea.
Deschideti numai inainte de utilizare. Reduceti la minim expunerea la lumina.

BBL MGIT PANTA Antibiotic Mixture — La receptie, depozitati fiolele liofilizate la 2 - 8 °C. Dupa reconstituirea amestecului
PANTA, acesta trebuie depozitat la 2 — 8 °C si utilizat in maxim 5 zile.

AVERTISMENTE S| PRECAUTII

Tn scopul diagnosticului in vitro.

Acest produs contine cauciuc natural uscat.

n probele clinice pot fi prezente microorganisme patogene, inclusiv virusurile hepatitice si virusul imunodeficientei umane. La
manevrarea tuturor elementelor contaminate cu sange si alte lichide biologice trebuie respectate , Precautiile standard”’'° si
regulamentul institutiei.

Lucrul cu Mycobacterium tuberculosis crescut in cultura necesita practici conforme cu nivelul de securitate biologica 3,
echipament de izolare si facilitati.*

inainte de utilizare, fiecare flacon MGIT trebuie verificat pentru a descoperi eventualele semne de contaminare sau deteriorare.
Inldturati toate flacoanele sau fiolele care par necorespunzatoare.

Flacoanele scapate trebuie examinate cu atentie. Daca se observa deteriorari, flaconul trebuie inlaturat.

n eventualitatea spargerii unui flacon: 1) inchideti sertarele instrumentului; 2) Opriti instrumentul; 3) P&rasiti imediat zona;
4) Consultati regulamentul CDC sau al unitatii dumneavoastra. Scurgerea unui inocul sau spargerea unei fiole poate produce
aerosoli cu micobacterii; trebuie adoptate masuri corespunzatoare.

nainte de a fi inl&turate, autoclavati toate flacoanele MGIT inoculate.

COLECTAREA SI MANIPULAREA PROBELOR

Toate probele trebuie colectate si transportate conform recomandarilor CDC, Clinical Microbiology Procedures Handbook sau
manualului de proceduri al laboratorului dumneavoastra."

EXTRACTIA, DECONTAMINAREA S| CONCENTRAREA

Probe din diferite parti ale corpului trebuie pregatite pentru inocularea flacoanelor MGIT dupa cum urmeaza:

SPUTA: Probele trebuie pregatite folosind metoda NALC-NaOH dupa recomandarilor CDC din Public Health Mycobacteriology:

A Guide for the Level Ill Laboratory.* Ca alternativa folositi kitul BBL MycoPrep pentru procesarea probelor micobacteriene

(consultati ,Disponibilitate”).

ASPIRATUL GASTRIC: Probele trebuie decontaminate la fel ca sputa. Daca volumul probei este mai mare de 10 mL, se va

concentra prin centrifugare. Treceti din nou sedimentul in aproximativ 5 mL de apa sterila si apoi decontaminati. Addugati o

cantitate mica de pudra NALC (50 pana la 100 mg) daca proba este densa sau mucoida. Dupa decontaminare, concentrati din

nou inaintea inocularii in flaconul MGIT.

LICHIDE BIOLOGICE: (LCR, lichid sinovial, lichid pleural etc.): Probele colectate aseptic si despre care se presupune ca nu contin

alte bacterii pot fi inoculate fara decontaminare. Daca volumul probelor este mai mare de 10 mL, concentrati prin centrifugare

la 3.000 x g timp de 15 min. Varsati supernatantul. Inoculati flaconul MGIT cu sediment. Probele care pot contine alte bacterii

trebuie decontaminate.

TESUT: Probele de tesut trebuie pregatite dupa recomandarilor CDC din Public Health Mycobacteriology: A Guide for the Level

Il Laboratory.*

Inocularea de rutina pe medii solide este in mod special importanta pentru recuperarea optima a micobacteriilor din probele de

tesut, deoarece aceste tipuri de probe sunt sensibile in mod deosebit la o recuperare sporadica a organismelor.

MATERII FECALE: Suspendati 1 g de fecale in 5 mL de bulion Middlebrook. Agitati suspensia timp de 5 s cu ajutorul unui mixer

prin rotatie. Continuati cu procedura NALC-NaOH conform recomandarilor CDC din Public Health Mycobacteriology: A Guide

for the Level lll Laboratory.*

NOTA: Pentru toate metodele de pregétire a probelor, trebuie utilizat o solutie fosfat tampon (pH 6,8) pentru a completa
amestecul decontaminant pana la 50 mL inaintea centrifugarii. Refacerea suspensiei de granule trebuie de asemenea
facuta folosind o solutie fosfat tampon proaspata (pH 6,8).

PROCEDURA

Materiale furnizate: BBL MGIT Mycobacteria Growth Indicator Tubes si BACTEC MGIT 960 Supplement Kit, contindand BACTEC
MGIT Growth Supplement si BBL MGIT PANTA Antibiotic Mixture (consultati ,, Disponibilitate”).

Materiale necesare dar nefurnizate: Flacoane pentru centrifugd marca Falcon de 50 mL, solutie 4% hidroxid de sodiu, solutie
2,9% citrat de sodiu, pudra N-acetil-L-cisteina, fosfat tampon pH 6,8, mixer cu miscare rotationala, incubator pentru 37 °C,
pipete sterile de 1 mL, pipete de transfer sterile, agar BBL Middlebrook si Cohn 7H10, kit pentru extragerea / decontaminarea
probelor BBL MycoPrep , bulion BBL Middlebrook 7H9 (consultati ,Disponibilitate”) sau alte medii pentru micobacterii pe baza
de agar sau ou. Omogenizator de tesut sau tampon steril, BBL Normal Saline (consultati ,Disponibilitate”), microscop si
materiale pentru colorarea lamelor, pipeta ajustabila de 1000 pL, varfuri sterile de pipeta corespunzatoare, placi cu agar cu

5% sange de oaie si dezinfectant tuberculocid.

INOCULAREA FLACOANELOR MGIT:

Flacoanele BBL MGIT de 7 mL trebuie utilizate cu un instrument BACTEC MGIT.

1. Reconstituiti o fiola liofilizata de BBL MGIT PANTA Antibiotic Mixture cu 15 mL de BACTEC MGIT Growth Supplement.
2. Etichetati flaconul MGIT cu numarul probei.

3. Desurubati capacul si adaugati, in conditii de asepsie, 0,8 mL de supliment de crestere/MGIT PANTA Antibiotic Mixture.
Pentru a obtine cele mai bune rezultate, adaugarea suplimentului de crestere/MGIT PANTA Antibiotic Mixture trebuie
facuta chiar inaintea inocularii probei.



4. Adaugati 0,5 mL din suspensia concentrata a probei pregatita anterior. De asemenea adaugati o picatura (0,1 mL) din proba
pe o placa de agar 7H10 sau pe orice alt mediu solid pe baza de agar sau ou.

5. Inchideti bine flaconul si amestecati bine.

6. Flacoanele introduse in instrument vor fi testate automat pe toata durata desfasurarii protocolului de testare recomandat
de 42 de zile.
Pentru probele in care sunt suspectate micobacterii cu cerinte de incubare diferite, un flacon duplicat MGIT poate fi pregatit
siincubat la temperatura corespunzatoare; de exemplu: 30 sau 42 °C. Inoculati si incubati la temperatura corespunzatoare.
Aceste flacoane trebuie interpretate manual (consultati Manualul utilizatorului pentru instrumentul BACTEC MGIT).
Pentru probele suspectate a contine Mycobacterium haemophilum, o sursa de hemoglobina trebuie introdusa in flacon in
momentul inocularii, iar incubarea trebuie facuta la 30 °C. Plasati in conditii aseptice o banda cu factor X BBL Taxo in fiecare
flacon MGIT ce are nevoie de adaugarea de hemoglobina inaintea inocularii probei (consultati , Disponibilitate”). Aceste
flacoane trebuie interpretate manual (consultati Manualul utilizatorului pentru instrumentul BACTEC MGIT).

7. Flacoanele pozitive, identificate de instrumentul BACTEC MGIT trebuie recultivate si trebuie pregatit un frotiu
acido-rezistent (consultati ,Rezultate”).

Toate testele de control de calitate, reprocesarile, pregatirile frotiurilor, recultivarea, etc., flacoanelor probabil pozitive

trebuie realizate folosind tehnici conforme nivelului de bio-securitate (BSL) lll si facilitati de carantina.

Prelucrarea unui flacon MGIT pozitiv: NOTA - Toate etapele trebuie realizate intr-o boxa sigura din punct de vedere biologic.

1. Scoateti flaconul MGITdin instrument si transportati-I intr-o arie ce respecta standardele BSL Ill in ceea ce priveste modul de
lucru si facilitatile de carantina.

2. Utilizand o pipeta de transfer sterila, scoateti o alicota de pe fundul flaconului (aprox. 0,1 mL) pentru pregatirea coloratiilor
(AFB si Gram).

3. Examinati frotiul si pregatirile. Raportati rezultatele preliminare numai dupa evaluarea frotiului acido-rezistent.

La sfarsitul a sase saptamani de incubatie inspectati vizual toate flacoanele negative in instrument. Daca tuburile par vizual

pozitive (adica turbiditate neomogena, mici granule sau aglomerari) ar trebui recultivate, colorate acido-rezistent si tratate ca

presupuse pozitive, doar daca rezultatul frotiului acido-rezistent este pozitiv. Daca flacoanele nu prezinta nici un semn pozitiv,

ele trebuie sterilizate inainte de a fi aruncate.

Reprelucrarea flacoanelor MGIT contaminate: Flacoanele MGIT contaminate pot fi re-decontaminate si reconcentrate folosind

procedura din Anexa E - proceduri suplimentare din Manualul utilizatorului pentru instrumentul BACTEC MGIT.

Controlul calitatii efectuat de utilizator: Cerintele controlului de calitate trebuie realizate conform reglementarilor aplicate

local, national si/sau federal sau cerintelor de acreditare si procedurilor de laborator standard pentru controlul calitatii. Se

recomanda ca utilizatorul sa apeleze la ghidurile adecvate CLSI si reglementarile CLIA pentru tehnici adecvate ale controlului

calitatii.

Certificate de control al calitatii sunt furnizate pe site-ul Web BD. Certificatele de control al calitatii enumera organismele

pentru testare, inclusiv culturile ATCC specificate in Standardul aprobat de CLSI M22-A3, Quality Control for Commercially

Prepared Microbiological Culture Media (Controlul calitatii pentru mediile de cultura microbiologica preparate comercial).'

NOTA: Bulionul Middlebrook 7H9 (suplimentat) este scutit de la testarea controlului calittii de catre utilizator conform CLSI

M22-A3."2

REZULTATE
O mostra pozitiva in instrument este determinata de instrumentul BACTEC MGIT si confirmata de un frotiu acido-rezistent.

RAPORTAREA REZULTATELOR

Un flacon pozitiv in instrument trebuie confirmat prin frotiu acido-rezistent. Un rezultat la frotiul AFB pozitiv indica prezenta
micobacteriilor.

Daca frotiul AFB este pozitiv, recultivati pe medii solide si raportati ca: Pozitiv in instrument, frotiu AFB pozitiv, ID in asteptare.
Daca alte microorganisme in afara de AFB sunt prezente raportati ca: Pozitiv in instrument, frotiu AFB negativ. Contaminat.
Daca nu sunt prezente microorganisme: Reintroduceti flaconul in instrument ca un flacon continuu negativ in cel mult 5 h de la
scoaterea lui. Permiteti flaconului sa efectueze protocolul de testare. Niciun rezultat raportabil.

Realizati subcultivarea din flaconul BBL MGIT pentru identificarea si testarea sensibilitatii la medicamente.

LIMITARILE PROCEDURII

Recuperarea micobacteriilor din flaconul MGIT este dependenta de numarul de organisme prezente in proba, metodele de
recoltare a probei, factori ce tin de pacient cum ar fi simptomatologia, tratamentul anterior si metodele de pregatire.

Este recomanda decontaminarea prin metoda cu N-acetil-L-cisteina hidroxid de sodiu (NALC-NaOH). Alte metode de
decontaminare nu au fost testate impreuna cu mediul BBL MGIT. Solutiile enzimatice/decontaminante pot avea efecte negative
pe micobacterii.

Morfologia si pigmentatia coloniilor pot fi determinate numai pe medii solide. Micobacteriile pot varia in responsivitatea la
solutiile acide in functie de tulpina, varsta culturii si alte variabile. Acuratetea morfologiei microscopice in mediul BBL MGIT nu a
fost stabilita.

Un flacon MGIT pozitiv la frotiu AFB poate fi recultivat, atat in medii selective cat si neselective pentru micobacterii, pentru a
izola cu scopul efectuarii testelor de identificare si sensibilitate.

Flacoanele MGIT care sunt pozitive in instrument pot contine alte specii non-micobacteriene. Speciile non-micobacteriene pot
depasi in crestere micobacteriile prezente. Asemenea flacoane MGIT trebuie re-decontaminate si recultivate (consultati
Manualul utilizatorului pentru instrumentul BACTEC MGIT). Reprelucrarea este recomandata in cazurile in care nu poate fi
recoltata din nou o proba din sursa originala; de exemplu probele de tesut.

Flacoanele MGIT care sunt pozitive in instrument pot contine una sau mai multe specii de micobacterii. Micobacteriile cu o rata
de crestere mai rapida pot fi identificate inaintea celor cu rata de crestere mai lentd; de aceea este importanta recultivarea din
flacoanele MGIT pozitive pentru a asigura identificarea exacta a tuturor micobacteriilor prezente in mostra.



Datorita bogatiei in nutrienti a bulionului MGIT si a naturii neselective a indicatorului MGIT, este important de urmat procedura
enzimatica/decontaminanta enuntata pentru a reduce posibilitatea contaminarii. Respectarea instructiunilor procedurale, care
include folosirea volumului de inoculare recomandat (0,5 mL), este importanta pentru recuperarea optima a micobacteriilor.
Utilizarea amestecului antibiotic PANTA, desi necesara pentru probele nesterile, poate avea efecte inhibitorii pe anumite
micobacterii.

Au fost efectuate studii pe culturi insdmantate cu douazeci si patru de tulpini de micobacterii (ATCC si salbatice) folosind nivele
ale inocularii variind intre 10'si pana la 102 UFC/mL. Urmétoarele 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 in timpul evaludrii clinice a sistemului BACTEC MGIT 960. In plus, M. mucogenicum a fost recuperat la una
din clinici.
M. haemophilum a fost recuperat adaugand o sursa de hemin in flaconul MGIT inainte de inoculare.

Studiile clinice au demonstrat recuperarea micobacteriilor din probe respiratorii, aspirate gastrice, tesut, materii fecale si lichide
biologice sterile cu exceptia sangelui; recuperarea micobacteriilor din alte lichide biologice nu a fost stabilita pentru acest
produs.

VALORI ESTIMATE

Figura 1 —-Distributia frecventei timpilor de recuperare pentru probele din studiul clinic, pozitive in sistemul
BACTEC MGIT 960
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CARACTERISTICI DE PERFORMANTA

Sistemul BACTEC MGIT 960 a fost evaluat in sase clinici incluzand una din afara S.U.A., reprezentate de laboratoare de sanatate
publica dar si mari spitale pentru tratamentul afectiunilor acute, din diverse arii geografice. Populatia cuprinsa in studiu a inclus
pacienti infectati cu HIV, pacienti imunodeprimati si pacienti cu transplant. Sistemul BACTEC MGIT 960 a fost comparat cu
sistemul radiometric BACTEC 460TB si cu mediile de crestere solide conventionale pentru detectarea si recuperarea
micobacteriilor din probe clinice cu exceptia sdngelui. In total au fost testate 3330 de probe in timpul studiului. Un total de

353 de probe au fost pozitive, reprezentand 362 de izolate recuperate in timpul studiului. Distributia pozitivitatii pe tipuri de
probe este: respirator (90%), tesut (7%), lichide biologice (1%), materii fecale (0,85%) si maduva osoasa (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 si 250 (69%) au fost recuperate de medii solide conventionale. Din cele 3330 de probe testate in studiul clinic,

27 (0,8%) de flacoane MGIT 960 au fost considerate fals pozitive (pozitive in instrument, frotiu si/sau subculturi negative).
Dintre cele 313 flacoane MGIT 960 pozitive in instrument, 27 (8,6%) au fost considerate fals pozitive. Rata fals negativa
(negativa in instrument, frotiu si/sau subculturi-pozitive) a fost de 0,5%, bazata pe subcultivarile terminale a 15% din fiolele
negative in instrument. Rata medie de contaminare pentru sistemul BACTEC MGIT 960 a fost de 8,1%, variind intre 1,8 - 14,6%.



Tabelul 2: Detectarea izolatelor pozitive de micobacterii in evaluarile 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

MAC 172 147 36 123 12 106
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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 si 6 fiole lifilizate de BBL MGIT

PANTA Antibiotic Mixture. Fiecare fiola cu supliment de crestere/PANTA este suficientd 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 solutie NALC-NaOH si 5 pachete de

tampon fosfat.

240863  BBL MycoPrep Specimen Digestion/Decontamination Kit, zece sticle de 150 mL de solutie de NALC-NaOH si

10 pachete de tampon fosfat.

221174  Agar BBL Middlebrook si 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 fiola, 50 benzi.
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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
WP245124]AA 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: 1410771 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

Label Elements

Hazard Symbol: No symbol
Signal Word: No signal word.
Hazard Statement: Not applicable
Precautionary Not applicable
Statements

Other hazards which do not None.

result in GHS classification:

3. Composition/information on ingredients

SDS_US 1/10
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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 Water spray, fog, CO2, dry chemical, or alcohol resistant foam.
media:
Unsuitable extinguishing None known.
media:
Specific hazards arising from None known.

the chemical:
Special protective equipment and precautions for firefighters

Special fire fighting No unusual fire or explosion hazards noted.
procedures:

Special protective equipment  Firefighters must use standard protective equipment including flame

for fire-fighters: retardant coat, helmet with face shield, gloves, rubber boots, and in
enclosed spaces, SCBA.

SDS_US 2/10
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6. Accidental release measures

Personal precautions, No special precautionary health measures should be needed under
protective equipment and anticipated conditions of use.
emergency procedures:

Methods and material for No specific clean-up procedure noted.
containment and cleaning
up:

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, Store in a cool, dry place. Keep container tightly closed.
including any
incompatibilities:

8. Exposure controls/personal protection

Control Parameters

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

Appropriate Engineering No special requirements under ordinary conditions of use and with
Controls 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.

SDS_US 3/10
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9. Physical and chemical properties

Appearance

Physical state:

Form:

Color:
Odor:
Odor threshold:
pH:
Melting point/freezing point:
Initial boiling point and boiling range:
Flash Point:
Evaporation rate:
Flammability (solid, gas):

No data available.
No data available.
No data available.
No data available.
No data available.
No data available.
No data available.
No data available.
No data available.
No data available.
No data available.

Upper/lower limit on flammability or explosive limits

Flammability limit - upper (%):
Flammability limit - lower (%):
Explosive limit - upper (%):
Explosive limit - lower (%):
Vapor pressure:
Vapor density:
Relative density:
Solubility(ies)
Solubility in water:
Solubility (other):
Partition coefficient (n-octanol/water):
Auto-ignition temperature:
Decomposition temperature:
Viscosity:

No data available.
No data available.
No data available.
No data available.
No data available.
No data available.
No data available.

No data available.
No data available.
No data available.
No data available.
No data available.
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 Not known.

reactions:
Conditions to avoid: Avoid exposure to high temperatures or direct sunlight.
Incompatible Materials: Strong oxidizers.

SDS_US
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Hazardous Decomposition Not known.
Products:

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.

SDS_US 6/10
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Aquatic Invertebrates
Product:

No negative effects on the aquatic environment are known.

Chronic hazards to the aquatic environment:

Fish
Product:

Aquatic Invertebrates
Product:

Toxicity to Aquatic Plants
Product:

Persistence and Degradability

Biodegradation
Product:

BOD/COD Ratio
Product:

Bioaccumulative potential

No negative effects on the aquatic environment are known.

No negative effects on the aquatic environment are known.

No negative effects on the aquatic environment are known.

Expected to be readily biodegradable.

No data available.

Bioconcentration Factor (BCF)

Product:

No data available.

Partition Coefficient n-octanol / water (log Kow)

Product:

Mobility in soil:

No data available.

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:

Disposal instructions:

Contaminated Packaging:

SDS_US

Dispose of waste and residues in accordance with local authority
requirements.

No specific disposal method required.

No data available.
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14. Transport information

DOTUN Number:

UN Proper Shipping Name:

Transport Hazard Class(es)
Class:
Label(s):

Packing Group:

Marine Pollutant:

Limited quantity

Excepted quantity

Special precautions for user:

IMDG
UN Number:
UN Proper Shipping Name:
Transport Hazard Class(es)
Class:
Subsidiary risk:
EmS No.:
Packing Group:
Environmental Hazards
Marine Pollutant:

Special precautions for user:

IATA
UN Number:
Proper Shipping Name:

Transport Hazard Class(es):

Class:
Subsidiary risk:

Packing Group:
Environmental Hazards
Marine pollutant:

Special precautions for user:

Not regulated.
Not regulated.

Not regulated.
Not regulated.
Not regulated.
Not regulated.
Not regulated.
Not regulated.

Not regulated.

Not regulated.
Not regulated.

Not regulated.

Not regulated.
Not regulated.

Not regulated.
Not regulated.
Not regulated.
Not regulated.
Not regulated.

Not regulated.
Not regulated.

Not regulated.

Not regulated.

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.

SDS_US
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CERCLA Hazardous Substance List (40 CFR 302.4):

Chemical Identity Reportable quantity
Phosphoric acid, sodium 5000 Ibs.
salt (1:2)

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 5000 Ibs.
salt (1:2)

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 Reportable quantity: 5000 Ibs.
salt (1:2)

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)

SDS_US 9/10



w BD

Becton, Dickinson and

Company

BD, Franklin Lakes, NJ

07417 USA
www.bd.com

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

US. Rhode Island RTK

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

16.0ther information, including date of preparation or last revision

Issue Date:

Version #:
Revision Information:
Further Information:

Disclaimer:

SDS_US

08/28/2018

1.0
No data available.
No data available.

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.

10/10




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

w BD

Becton, Dickinson and
Company

BD, Franklin Lakes, NJ
07417 USA
www.bd.com

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: 14107710100 or 1800 638 8663
Fax:
Contact Person: Tech Services

Emergency telephone number: ChemTrec 1 800 424 9300

2. Hazard(s) identification

Hazard Classification
Not classified

Label Elements

Hazard Symbol: No symbol
Signal Word: No signal word.
Hazard Statement: Not applicable
Precautionary Not applicable
Statements

Other hazards which do not None.

result in GHS classification:

3. Composition/information on ingredients

SDS_US 112
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Mixtures

Chemical Identity g;:;':;'::ame and CAS number Content in percent (%)*

Ethanol 64-17-5 28.158%

9-Octadecenoic acid (92)- 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 Water spray, fog, CO2, dry chemical, or alcohol resistant foam.
media:
Unsuitable extinguishing None known.
media:
Specific hazards arising from None known.
the chemical:

Special protective equipment and precautions for firefighters

SDS_US 2/12
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Special fire fighting
procedures:

Special protective equipment
for fire-fighters:

No unusual fire or explosion hazards noted.

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:

Methods and material for
containment and cleaning

up:

Environmental Precautions:

No special precautionary health measures should be needed under

anticipated conditions of use.

No specific clean-up procedure noted.

Avoid release to the environment.

7. Handling and storage

Precautions for safe handling:

Conditions for safe storage,
including any
incompatibilities:

When using do not eat, drink or smoke. Read and follow manufacturer's
recommendations. Use personal protective equipment as required.

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 ug/m3

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

ST ESL

18,800
pug/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 No special requirements under ordinary conditions of use and with
Controls 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.
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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 Not known.

reactions:
Conditions to avoid: Avoid exposure to high temperatures or direct sunlight.
Incompatible Materials: Strong oxidizers.
Hazardous Decomposition Not known.

Products:

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:

Dermal
Product:

Inhalation
Product:

Repeated dose toxicity
Product:

Specified substance(s):

Ethanol

Skin Corrosion/Irritation
Product:

Specified substance(s):

Ethanol

No data available.

No data available.

No data available.

No data available.

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

No data available.

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

Serious Eye Damage/Eye Irritation

Product:

Specified substance(s):

Ethanol

Respiratory or Skin Sensitization

Product:

SDS_US

No data available.

in vivo (Rabbit, 24 - 72 hrs): Not irritating EU

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 (92)- 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:
UN Proper Shipping Name:
Transport Hazard Class(es)
Class:
Subsidiary risk:
EmS No.:
Packing Group:
Environmental Hazards
Marine Pollutant:

Special precautions for user:

IATA
UN Number:
Proper Shipping Name:

Transport Hazard Class(es):

Class:
Subsidiary risk:

Packing Group:
Environmental Hazards
Marine pollutant:

Special precautions for user:

Not regulated.
Not regulated.

Not regulated.

Not regulated.
Not regulated.

Not regulated.
Not regulated.
Not regulated.
Not regulated.
Not regulated.

Not regulated.
Not regulated.

Not regulated.

Not regulated.

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
Ethanol

Superfund Amendments and Reauthorization Act of 1986 (SARA)

Hazard categories
Not classified
Not classified

Reportable quantity

100 Ibs.

SARA 302 Extremely Hazardous Substance

None present or none present in regulated quantities.

SDS_US
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SARA 304 Emergency Release Notification

Chemical Identity Reportable quantity
Ethanol 100 Ibs.
SARA 311/312 Hazardous Chemical
Chemical Identity Threshold Planning Quantity
Ethanol 10000 Ibs

9-Octadecenoic acid (9Z)- 10000 Ibs

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 (92)-

US. Rhode Island RTK

Chemical Identity
Ethanol
9-Octadecenoic acid (92)-

16.0ther 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.
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& BD BBL MGIT

Mycobacteria Growth Indicator Tube, OADC Enrichment, PANTA Antibiotic Mixture

8809501JAA
CM. rmoccapuit CUMBONOB B KOHLie BKnaabllwa. (2005/11)
Pycckuin

MatenT CLUA 5 567 598
MareHT Asctpanum 647609
MateHT AnoHnn 2052011
Esponeickuin nateHt EP 0 509 791 B1
HA3HAYEHUE

BBL MGIT Mycobacteria Growth Indicator Tube (Mpo6upka ¢ nHamkatopom pocta MukobakTepuii), noctaBnsemas ¢ oboraiatoLen
no6aekon BBL MGIT OADC Enrichment n BBL MGIT PANTA antibiotic mixture (Cmecb aHTUOMOTUKOB), UCMONb3yeMOii MPK HEOBXOANMOCTH,
npeaHasHaveHa Ans obHapyKeHusi 1 BblaeneHns MukobakTepuid. K 4onycTuMbIM Tvnam o6pasLoB OTHOCATCS (hepMEHTUPOBaHHbIE 1
[€KOHTaMWHUPOBAaHHbIE KNUHUYeCKe obpasLibl (3a MCKMIOYEHNEM MOYUN) U CTepUrbHbIE BUONOrMYeckre XNOKOCTY (3a UCKIIOYEHNEM KPOBHU).

KPATKWUI OB30P U OMUCAHUE

B nepuop ¢ 1985 o 1992 rr. 4ncno 3aperucTpupoBaHHbIX KNHUYECKKX criydaes Tybepkynesa Bo3pocrno Ha 18 %. OT Tybepkynesa B Mupe
€XerofHo yM1paeT OKofo 3 MITH. YernoBek, YTO CTaBUT €ro Ha NepBOe MeCTO Cpeamn BCeX MHPEKLIMOHHbIX 3a6oneBaHui, SBMSOLLMXCS NPUYUHON
cmepti.! Habnoperve 3a 6onbHbiMM BUY B neproa ¢ 1981 no 1987 rr. nokasano, 4to 5,5 % nauveHTos ¢ BUY cTpagaloT AMcceMUMHUPOBaHHbIMU
dopmamun HeTyGepKyneaHoi MukobakTepuanbHoi MHdeKLMK (Hanpumep, Bbl3BaHHON Komnnekcom Mycobacterium avium). K 1990 r. Bospocluas
3a6oneBaeMoCTb AUCCEMUHUPOBAHHOM HETYGEpKYNe3Ho MkoGakTepuarnbHO MHGEKUMEN JOCTUIIa CyMMapHoro nokasatensi 7,6 %.2 MomvuMo
BO306HOBIEHUS aKTUBHOCTM TyBepkynesa, cepbe3Hoii npobnemoin ctan TyGepkyne3 co MHOXECTBEHHOI NIeKapCTBEHHOM ycTonumBocTbio (T
MIY). 3agepkn, BbI3BaHHbIE HEOOXOAUMOCTbIO NabopaTopHOro BblpallyBaHusi, MAEHTUMUKALMM 1 COCTABMNEHNS OTYETOB O cryvasix TB MY,
cnoco6cTBOBaNM, Mo KpanHe Mepe oT4acTu, pacnpocTpaHeHmio 3abonesaHns.3

LieHTpbl No KoHTponto n npodunaktuke 3abonesaruit CLUA (CDC) pekoMeHgoBanu NpunoxuTte Bce yeunusa Ans nepesoaa nabopatopuii Ha
camble BbICTpble ¥ JOCTYNHbIE METOAMKN ANArHOCTUHECKUX TECTOB Ha MUKoGaKTepuanbHyto UHeKLMo. B 4ncno aTux pekomerpaumin Bxoauno
MCMONb30BaHWe Kak XUOKWX, Tak U TBepAbIX MUTaTENbHbIX CPea Anst KynbTUBUPOBaHWS MUKOGaKTepui.3

Mpo6upka MGIT Mycobacteria Growth Indicator Tube cogepxuT 4 Mn moanduLmpoBaHHoi BynboHHoW cpeabl Muaantpyka Middlebrook 7H9
Broth.4.5 MonHbIin komnnekc cpeasl BMecTe ¢ 0,5 mn nutatensHoit go6askn OADC v 0,1 mn cmecu aHTnbuoTukos PANTA antibiotic mixture
SIBNSIETCS OAHOM M3 Hambornee YacTo UCMONb3yeMbIX XUAKUX CPeA AN KyNbTUBUPOBaHUSI MUKOGaKTEpUiA.

KnuHnyeckue obpasLibl Bcex TUMOB — Kak JIeroyHble, Tak U BHENEroYHble (3a UCKIYEHNEM KPOBM U MOYM) — MOTYT GbITb 06paboTaHbl Anst
NepBUYHOrO BhigeneHns B npobupke MGIT ¢ ucnonb3oBaHueM TpaamUMoHHbIX MeToaoB.6 O6paGoTaHHbIin o6paseL 3acensatoT B NPOGUPKY
MGIT, nHKYGMPYIOT 1, HAYMHAS CO BTOPOTO [HSI, EXEAHEBHO CUUTLIBAIOT NMOKa3aHUs C MOMOLLbIO ANMHHOBOMHOBOMO Y®-13nyyenusi. K MOMeHTY
oBHapyKeHWsi NONOXUTENbLHOMo pesynsTaTta B npobupke 6yayT npucytcTeoBath okono 104 — 107 KOE/Mn MukoGakTepuit.

NPUHLUUNbI METOONKHU

B cunukoH Ha aHe npo6bupok 16 x 100 MM C 3aKpyrneHHbIM AHOM BBeAEH (hryOopeCLIeHTHbI KOMMNOHEHT. PriyopecLieHTHbI KOMMOHEHT
YYBCTBUTENEH K MPUCYTCTBUIO KUCNOPOAa, pacTBOPEHHOro B 6ynboHe. MNepBoHa4anbHO 60sbLLIOe KONMYECTBO PACTBOPEHHOIO KMCnopoaa racut
BblAENeHNs 3TOro BellecTsa, 1 obHapyxuBaeTca nub Hebonbluas dnyopecueHums. B AanbHeluemM akTMBHO Abllallime MUKPOOPraHn3Mbl
noTpebnsT KMcnopog, 1 dryopecLeHLMs CTAHOBUTCS 3aMETHON U MOXeT BbiTb 0GHapyXeHa ¢ MOMOLLbI0 YP-TpaHcunnoMmHaTopa ¢ AfIMHON
BOJTHbI 13ny4eHust 365 HM UnK C MOMOLLIbIO ANIMHHOBONHOBOTO Y®-n3nyyenus (namna Byga). PocT MoxeT GbiTb Takke 06HapyXeH no npucyTcTBuio
HEroMoreHHoM MyTHOCTM, MENKNX YacTWL, UMK XNOMbEB B Cpeae KynbTypbl.

KoMmnoHeHTbI cpepbl — 3TO BeLecTBa, Heobxoanmble Ans GeicTporo pocta MukobakTepuit. OnenHosas kucnota notpebnsercs Ty6epkyne3HbIMu
Gauunnamu n urpaeT BaxHyto pornb B MeTabonuame MukobakTepuit. AnbGYMUH CRYXXUT 3aLUUTHBIM KOMMOHEHTOM, CBSA3bIBAIOLLVIM CBOGOAHBIE
JKUPHbIE KNCMOTbI, KOTOPbIE MOTYT BbITb TOKCUYHBIMU ANA opraHuamoB Mycobacterium, n Takum obpa3om cnocobCTBYET UX BblAeneHuo. [lekctposa
SABNAETCA UCTOMHUKOM 3Heprun. Katanasa paspyluaet TOKCUYHbIE MEPOKCUbI, KOTOPbIe MOTYT NPUCYTCTBOBATL B Cpeae.

YpOBEHb 3arpsisBHEHUst MOXET BbiTb CHUXEH NyTeM BBeAeHUs B cMecb ocHoBbl BBL MGIT 1 nutatensHol fo6askn BBL MGIT OADC cmecun
aHTnbunotmkos BBL MGIT PANTA antibiotic mixture nepen 3acenBaHnem GynboHa KNMHUYECKUM 06pasLom.

PEATEHTbI

Mpo6upka BBL MGIT Mycobacteria Growth Indicator Tube cogepxut: 110 mkn cdonyopecueHTHoro uHgukatopa v 4 mn 6ynsoHa. MiHamkatop
COAepPXMUT neHTarnapat Tpuc (4,7-gudeHunn-1,10-beHaHTPONUH) pyTeHus xnopuaa B CUNNKOHOBON ocHoge. Mpobupku 3anonHeHsl 10 % CO, n
3aKPbITbl NOMUMPONUIEHOBLIMM KPbILLKaMU.

MpubnuantensHas peuenTypa® Ha NUTP OYULLEHHOW BOAbI
MoauduumposaHHas ocHosa GynboHHOM cpeabl Muaanbpyka 7H9....... 59 r
KBEUHIMEMTOH ...vviviieieeeeeciieie e ee et e et e e e et ee e e e e e einae e e e e e ennnneaeeens 1,251
BBL MGIT OADC cogepxuT 15 mn oboratatowien aobasku Middlebrook OADC.
MpubnuautensHas peuenTypa® Ha NMUTP OYULLEHHON BOABI
AnbOYMUH BblYbe CHIBOPOTKM ... 50,01 KaTanasa......cccoeeereeneeiieieee e 0,031
JIEKCTPOBA ..t 20,0r OnNEeNHOBAS KMCMOTA ....eeeeuveeeeireecireeenens 06 r
®dnakoH BBL MGIT PANTA coaepxuTt nMounmusnpoBaHHyto CMecb NPOTUBOMUKPOGHbBIX MpenapaTtos.
MpubnuantensHas peuenTypa* Ha dnakoH nuodunmanporaHHoro peareHta PANTA

MonumukeuH B ... 6 000 eaunHuL, TpumeTonpum
AmdpotepuunH B ... 600 mkr A3nouUnnH...
HanuankcoBasi KUCNOTA ........ceceveeuveeeeeeaennns 2 400 mkr

*lMpu Heobxodumocmu usmeHsiemcs u/unu donosHsiemcsi 07151 COOMeemMCcmaeusi KpUmepusiM 3¢hghekmusHocmu.

WHCTpyKUMM no npumeHeHuto. BocctaHaBnuBatoT NMounmnanpoBaHHbIi dnakoH cmecy aHTuonotukos BBL MGIT PANTA antibiotic mixture
3 MI CTepunbHOW AUCTUNNMPOBAHHOWN MW AENOHN3NPOBAHHOW BOAbI.

Mepbl NpeAoCTOPOXKHOCTHU. [1N5 ANarHOCTUYECKOro UCMONb30BaHNA B YCNOBUSX in Vitro.

B o6pasuax MOryT npucyTCcTBOBaTh NaToreHHble MMKPOOPraHU3MbI, B TOM Yucne BUpYC renatuTta B u Bupyc ummyHopeduumta
yenoseka (BUY). Mpu pabote ¢ nobbLIMKU NpeaMeTaMu, 3arpA3HeHHLIMU KPOBbIO U APYrMMU GUONOrMYeCKMMU XUAKOCTAMU, cneayeT
cobnioaatb yHUBepcanbHbie Mepbl NpeaocTopoxHocTn? 2,

Mpu pabote ¢ Mycobacterium tuberculosis, BbipallieHHbIMY B KyNbType, peKOMeH/yeTcs UCMob30BaTh 060pyAoBaHVE U MHCTPYMEHTbI ANs
6KONOrMYECKOt 3aLLUTLI, a TaKKe NPUMEHATL Mepbl Gruonornieckoit 6esonacHocT 3 ypoBHs.6

Mepen ncnonb3oBaHMeM HEOBXOAMMO OCMOTPETL Bee Npobupku MGIT Ha npeameT Npu3HaKoB 3arpsisHeHUst UIu NoBpexaeHwst. Bce npobupku ¢
NoAO3PUTENBHBIMW BHELLHUMM MPU3HAKaMM, B TOM YUCTIE C 3aMETHO hITyopecLiEHLIMEN [0 NCMONb30BaHWS!, HEOBXOAUMO YTUNN3NPOBATb.

Mpo6upku, NoaBepraBLUMecs NageHuto, HeobXoANMO TLLATENBLHO OCMOTPETb. Mpy 0GHAPYKEHUM NOBPEXAEHW NPOBUPKY criedyeT yTUI3MpoBaTh.

Habntopas 3a dnyopecueHumen, HafesanTe o4kM, 3alumLLaoLme OT YP-U3nyyeHusl, n UCnorb3ynTe TONbKO ANIMHHOBOMHOBOE U3Ny4eHne
(365 HMm). HE CMONb3YUTE KOPOTKOBOJIHOBOE Y®-U3NYYEHUE ANA CHUTBIBAHUA MOKA3AHUN MPOBUPOK.

Mepen yTunuaaumeii BbINOMHAATE aBTOKNAaBMPOBaHWeE BCeX 3acesHHbIX Npobupok MGIT.



XpaHeHue peareHToB. [1po6upkm BBL MGIT Mycobacteria Growth Indicator Tube: nocne nonyyenusi xpaHute npu Temnepatype 2 — 25 °C. HE
3AMOPAXUBAWTE. CeeauTe K MWHUMYMY BO3felcTBMe cBeTa. BynboH fomkeH GbiTb Npo3payHbiM 1 GeclBeTHbIM. He ncnonbayiite ero, ecnm

OH MYTHBIiA. Mpobupkn MGIT, xpaHsiLumecs B ykasaHHbIX YCNOBUSX, MOryT GbiTb 3acesiHbl B Nto6oe BpeMsi 40 AaTbl 3aBEPLLEHNS CPOKa FOAHOCTU 1
MHKYBMpOBaHbl Ha CPOK 40 BOCbMU Heaenb.

BBL MGIT OADC: nocne nony4eHusi xpaHuTe B TeMHOTe npu Temnepatype 2 — 8 °C. U3beraiite 3amopaxusaHus unu neperpesanus. OTkpbiBanTe
HenocpefCcTBEHHO Nepea ucnons3osaHnem. CeeanTe K MUHUMYMY BO3[ENCTBIE CBETA.

Cwmecbk aHTn6moTmko BBL MGIT PANTA antibiotic mixture: nocne nonyyexus xpaHuTte nnmounmampoBaHHble rakoHbl Mpu Temneparype

2 —8° C. MNocne BoccTaHoBneHus cmecb PANTA npuvrogHa K ©Cronb30BaHMIo B TEHeHKe 72 4 B YCIIOBUSIX XpaHeHUs npu Temnepartype 2 — 8 °C
unu go 6 mecsaues npu Temnepatype -20 °C unu Huxe. Mocne pasmopaxveaHus cmecs PANTA Heo6xoamMmo Mcnonb3oBaTb HEMEANEHHO.
YTUnusunpymTte Hencnosb3oBaHHYI0 4acTb.

B3SSTUE OBPA3LIOB

Bce obpasupl cnegyet cobupats 1 TpaHCMopTMpoBaTh B COOTBETCTBUM ¢ pekoMeHaaumnamm CDC, Clinical Microbiology Procedures Handbook
(PYKOBOACTBO MO KIMHUYECKUM MUKPOBMONOrMieckum npoLeaypam) Uiy pykoBoACTBOM Mo npoueaypam nabopatopun.6.8

®EPMEHTALIUSS, AEKOHTAMUHALIUSS U KOHLEHTPALIUSS

O6pa3sLpbl 13 pasnMyHbIX y4acTKoB Tena HeobxoAMMo NoAroToBUThL k nocesy B npobupku MGIT cneagytolimm obpasom.

MOKPOTA. O6pas3Lbl Heobxoammo obpaboTtaTh ¢ nomoLbio Mmetoga NALC-NaOH no pekomenpauuam CDC Public Health Mycobacteriology:

A Guide for the Level Ill Laboratory (MykoGakTepuonorvisi B 3paBooXpaHeHUI: pyKoBOACTBO Ans naGopatopuit yposHs 111).6 B kayecTse
ansTepHaTVBbl Ans 06paboTku MukobakTepuonornyeckux o6pasuoB ncrnonb3yiite komniekt BBL MycoPrep (cMm. pasgen «Hanuuver).
YKENYAOYHbBIE ACMPATbI. O6pasLbl criefyeT AeKOHTaMUHUPOBaThL aHanornyHo Mokpote. Ecnm o6bem obpasua npesbiwaeT 10 mMn, ero
KOHLIEHTPVPYIOT LieHTpudpyruposaHnem. PacTBopsaioT 0caiok B CTEpUnbHON BoAe 06bEMOM OKOMOo 5 M1, @ 3aTem BbINOMHAIT AeKOHTaMUHALMIO.
[o6aensioT HemHoro nopotuka NALC (50 — 100 mr), ecnu obpaseL, CNULLIKOM rycTon unm cnudenodobHbli. Mocne gekoHTammHaumum cHoBa
KOHLIEHTpVPYIOT nepes nocesom B npobupky MGIT.

BNONOIMNMYECKUE XNOKOCTU (uepebpocnuHanbHas XuaKocTb, CUHOBMAarbHas XUAKOCTb, NneBpanbHbIi BbINOT U T. N.). O6pasLibl, NonyvyeHHbIe
¢ cobniofeHnem npaBun acenTuku 1 He Bbi3bIBatOLLME NOA03PEHNIA O NPUCYTCTBUM Apyrnx BakTepuii, MOXHO 3acevBaTb 63 AeKOHTaMUHaLuK.
Ecnu o6bem obpasua Gonblue 10 M, ero KOHLEHTPUPYIOT LieHTpudyrposaHuem npu 3000 x g B TedeHne 15 MuH. CrimBatoT HafoCcafouHyo
xuakocTtb. 3acesatoT npobupky MGIT ocagkom. O6pasLibl, Ans KOTOPbIX UMEKTCS MOAO3PEHNSt O HanU4UKn Apyrux Gaktepwii, Heobxoanmo
[EeKOHTaMUHNPOBaTb.

TKAHW. O6pasubl TkaHeit Heobxoaumo obpaboTtaTh B COOTBETCTBUM C pekomeHaauusmm CDC Public Health Mycobacteriology: A Guide for the
Level Ill Laboratory (MvkoGakTepuonoris B 3apaBooXpaHeHnn: pykoBOACTBO Ans nadopartopuit yposHs 111).8

CTVYI. PacteopsitoT 1 1 kana B 5 mn 6ynboHa Muaan6pyka. BcTpsixvsaroT cycneHsnio Ha BUXPEeBOI Meluarnke B TedeHune 5 c. MNocne aToro
BbinonHsoT npouenypy NALC-NaOH B cootBeTcTBUM € pekomeraauvsmn CDC Public Health Mycobacteriology: A Guide for the Level Il
Laboratory (Muko6akTepuonorus B 34paBooxXpaHeHnn: pyKoBOACTBO Ans nabopartopuit yposHs 111).6

METOOUKA

MNMpepocTtaBneHHble MaTepuansl. MNpobupku BBL MGIT Mycobacteria Growth Indicator Tube, 4 mn, B ynakoekax no 25 un 100 npo6upok unu
BBL MGIT OADC, 6 cdnakoHoB, 15 mn unu cmecb aHTnbuotukos BBL MGIT PANTA antibiotic mixture, 6 nuodunmampoBaHHbIX hnakoHoB
(cm. pasgen «Hanuuve).

HenpepocTtaBneHHble MmaTepuansl. [Npobupku Ans ueHTpudyruposanus Falcon 50 mn, 4 % pacTteop rugpokcuaa Hatpus, 2,9 % pactsop
uuTpata HaTpus, nopoluok N-aueTtun-L-umctenHa, docdatHbiii Bycdep ¢ pH 6,8, BuxpeBasi Mewanka, uHkyb6aTtop ¢ Temnepatypon 37 °C,
CcTepunbHble NuUNeTkn 1 Mn, cTepunbHble NUNeTkn 6e3 rpagynposku, YP-TpaHcunnomuHatop (365 Hv) unu namna Byaa ¢ MCTOYHUKOM
ANUHHOBOMHOBOTO UMW ynbTpadroneToBoro nanyyexus, 0,4 % pactsop cynbduTa HaTpusi (MeToauka onvcaHa aanee), arap Muaanbpyka n
KoHa BBL Middlebrook and Cohn 7H10 Agar, BBL MycoPrep, 6ynsoH Mugan6pyka BBL Middlebrook 7H9 Broth (cm. pasaen «Hanuyme»)
Unu apyrovi MykobakTepuarnbHbIi arap Unu cpeaa Ha siItYHoM OCHOBE, TOMOreHMU3aTop TKaHEeN UN CTePUIbHBIN TaMMOH, (DU3NONornyeckuin
pacteop BBL Normal Saline (cm. pasgen «Hanuune»), wtammel ATCC Ne 27294, 12478, 6841, Mykpockon 1 matepuvarnsl 4115 OKpalumBaHus
Ha npegmeTHOM cTekne, nuneTkv 100 Mkn 1 500 MK, COOTBETCTBYHOLLIME HAKOHEYHUKW AN MUMETOK, NnacTuHka arapa ¢ 5 % oBeybei KpoBw,
3awwmTHble o4kn (UVP Ne UVC-303, San Gabriel, CA) n aesnHduLmpytoLee cpeacTBo, yHuuToxatowee mukobaktepun Ty6epkynesa.

MoceB B npo6upku MGIT.

1. Momevatot npobupky MGIT Homepom obpasua.

2. OTBMHYMBAIOT KpbILLKY ¥ AobaBnsioT B npobupky 0,5 mn gobasku MGIT OADC, cobniogas npasunia acenTuku.

3. [HoGasnsitoT 0,1 Mn BoccTaHOBNEHHON cmecu aHTubuoTkoB MGIT PANTA antibiotic mixture, cobntogast npasuna acentuku. [nst JOCTUXKEHUS
Haunyywux pesynstatos fobaenexue oboratatollen nobasku OADC u cmecy aHTuGnotukos PANTA antibiotic mixture Heobxoaumo
BbINOMHATL HENOCPEACTBEHHO Nepes NocesoM o06pasLoBs.

4. [o6asnstot 0,5 MN KOHLEHTPUPOBAHHOM CycneH3ny obpasLa, NoAroTOBMNEHHOM, kak onvucaHo Beile. [lo6asnstoT Takke kanno (0,1 mn)
obpasua Ha nnacTuHky arapa 7H10 unu gpyroro mnkobakTepronormyeckoro arapa unm cpefpl Ha anyHon ocHose. [NPUMEYAHUE. O6bembl
obpasyoe 6onee 0,5 M mo2ym ysenu4ums 3agpsiz3HeHue unu opyaum crocobom ompuyamesnbHO Mosnusimbs Ha 3¢ghgheKmueHOCMb MPOBUPOK.

5. TINOTHO 3aBMHYMBAIOT KPbILLKY NPOGUPKM 1 TLLATENBHO NEPEMELLMBAKT CMECh.

6. [MomelyatoT Npobupku B MHKyGaTop, noaaepxusatowmin Temneparypy 37 °C.

[ins 06pa3LioB C NOAO3PEHUAMU HA HanMye MUkobakTepuin, TPebYIOLLIMX Pa3nNYHbIX YCIIOBWIA MHKY6aLIM, MOXHO NOArOTOBUTL BTOPYIO
npo6upky MGIT v nHkyGupoBaTh ee npy CoOTBETCTBYIOLLEN Temnepatype, Hanpumep 30 °C unu 42 °C. 3acenBatoT 1 MHKYOUPYIOT NPoGUpKy
npwv Tpebyemoii Temnepartype.

[ins o6pasuoB ¢ nogo3peHnem Ha cogepxanune Mycobacterium haemophilum B npobupKy Bo BpeMs noceBa Heo6X0aAMMO BBECTU UCTOYHUK
remuHa, a uHkyGauumio ocylectsnaTb Npu Temnepatype 30 °C. Cobniogasi npaBuna acenTyky, noMeLlatoT ogHy nonocky BBL Taxo X Factor
Strip B kaxayto npobupky MGIT, TpebytoLyto fob6aBneHns remuHa, nepes nocesoM obpasuos (CM. pasaen «Hanuuve).

7. HayuHas co BTOPOro AHSA, eXeAHEBHO CYNTLIBAIOT NOKa3aHWs Npobupok, cneays MHCTPYKUMAM pasaena « CunTbiBaHne nokasaHuii npobupok»
nanee.

MoaroToBKa MHTEPNPETaTUBHbLIX KOHTPOMbHbLIX MPOBGUPOK C OTPULLATENBbHBIM U NONOXUTENbHBIM pe3ynbratamu. KOHTponbHbIe NpoGypkn

C NONOXMTENbHBIM U OTPULIATENBHBIM PesynbTaTamu UCMONb3YTCS TOMBKO ANs MHTepnpeTauun dnyopecUeHUmun 1 He NpeaHasHadeHbl Ans

KOHTPOSISi MPOU3BOANTENBHOCTU CPefbl.

KoHTponbHas npo6upka ¢ NonoXuTenbHbIM pe3ynsTaToMm.

1. YpansioT 6ynboH 13 HesacesiHHON Npobupkn MGIT.

2. TMomevatoT NpobUpKy Kak «MOMOXUTENbHBIA KOHTPOMNb» C yKadaHueM AaTbl.

3. TotoBsT 0,4 % pactBop cynbduta Hatpus (0,4 r Ha 100 Mn cTEPUNBHON AUCTUNNMPOBAHHON UMW AENOHU3UPOBaHHON BOAbI). YTUNU3NPYIOT
Hencrnonb3oBaHHY YacTb.

4. [o6asnsioT 5 Mn pacTBopa cyfbduTa HaTpUs B NPOBUPKY, NNIOTHO 3aKpbIBaIOT €€ KPbILUKOA W OCTaBMSAOT Kak MUHUMYM Ha Yac npu KOMHaTHOMN
Temnepartype nepep 1cnonb3oBaHueM.

5. KoHTpornbHble NPOBUPKY C NONOXUTENBHLIM PE3YNLTAaTOM MOXHO UCMONb30BaTh HECKONMBbKO pa3. Kaxayr KOHTPONbHYH Npobupky ¢
NONOXWUTENbHLIM PE3YNETaTOM MOXHO MUCMOMNb30BaTh A0 YETbIPEX HEAEMb B YCNOBUSIX XPaHEHWS NPU KOMHATHOW TeMneparype.



KoHTponbHasi npo6upka ¢ oTpuuatenbHbIM pe3ynbTaToM. B kayecTBe KOHTPONbHON NPOBUPKY UCMONb3YIOT HEOTKPLITYIO Y HE3aCESHHYH0
npo6upky MGIT.

CuunTbIBaHME NOKa3aHU NPOBUPOK.

1. KOHTpOrbHble NPOGUPKK C MONOXUTENBHBIM U OTPULIATENbHBIM peaynbTaTamy BaxkHbl Ansi NPaBUIbHON MHTepnpeTauuy peaynsTaTos.

2. W3enekatoT npobupku 3 nekybatopa. Momelyarot npobupkm nog YP-usnyyeHne psgomM ¢ KOHTPOSIbHOM MPOBUPKON € MONOXKUTENBbHBIM
pesynsTaToM U HesacesiHHON NPOGYPKON (KOHTPOMBHOW NPOBUPKOIA C OTpULATENbHBIM peaynbTaToMm). PekomeHayeTcs nomeluats nop Yo-
n3nyyeHne no ogHomy wtatuey npodupok (4 x 10 npobupok) 3a pas. [MPUMEYAHUE. Habnodas 3a ¢hnyopecueHyuel, Hadesalime o4Ku,
3awuwarowue om Y®-usnyqeHus. B nomeuweHuu cnedyem ucnons3o8ams 0bb14HOE KOMHamHoe oceeweHue. He cqumsiealime nokasaHus
pobUPOK Npu COTHEYHOM C8eme Usu 8 memMHome.

3. BuayanbHo onpegenstot npo6upkn MGIT c sipkoi conyopecueHumeit. dnyopecLeHums onpeaensieTcs kak spko-opaHXeBoe cBeveHne
Ha iHe NpobuMpKK, a Takke opaHXxeBoe oTpaxeHne Ha meHucke. 3atem npobupky MGIT Heo6xoaMMO M3BMeYb U3 WTaTUBa U CPaBHUTL C
KOHTPOSIbHBIMU NMPOBMPKaMK1 € NONOXKUTENBHBIM U OTpULATENbHBIM pedynsTatamu. KoHTponbHas npobupka ¢ NonoXuTenbHbIM pesynsTaTtom
[omkHa obHapyxvBaTb 6onee sipkyto driyopecueHLmto (04eHb Sipkuii oparkeBblii LBET). KoHTporbHas npobupka ¢ oTpuuaTtenbHbIM
pe3ynsTaToM He NposiBnsieT driyopecLeHLmmn, unv ata dpnyopecLeHLust oveHb cnaba. Ecnv donyopecueHums B npobupke MGIT Gonblue
noxoxa Ha priyopecLEHLIO B «MONOXUTENbHOW» KOHTPONbHOW Npobupke, pe3ynsraT cuuTaeTcsi NonoxuTerbHbIM. Ecnn oHa Gonblue noxoxa
Ha hnyopecLeHLMIo B «OTpULIATENbHOM» Npobupke — peaynsTaT oTpuuaTterbHbIi. POCT MOXET BbiTb Takke OGHapYXEH Mo NPUCYTCTBUIO
HEroMoreHHoWM MyTHOCTMW, MENKMX YacTWL, UMK XNONbEB B CPeae KymnbTypbl.

4. [ins npoBypok ¢ NONOXWUTENbHBIMW peayrbTaTaMu CriefyeT BbIMONHUTL OKpaLLUMBaHUE Ha NPeAMET KUCMOTOyCTonYuBbIX Gauunn. Mpobupku
C Maskamu, nokasasLuve oTpuLaTerbHble pesynbraTbl, AOMKHbI ObITb NPOBEPEHBI HAa GakTepuanbHoe 3arpsisHeHune. Mepeces Ans
MAeHTUMMKaLMN N NPOBEPKM YyBCTBUTENBHOCTY K NlIeKapcTBaM MOXHO BbINOMHWUTbL, UCMOMb3Ys XUAKOCTb 13 npobupkv BBL MGIT.

5. ExepHeBHOe CUYMTbIBaHWE NOKa3aHU NPOBUPOK C OTpuLUATENbHBIMU pedynbTatamu HeoBXoAMMO NPOAOMKaThk B Te4eHUe BOCbMU HeAerb
UK gonbLUe B 3aBUCMMOCTU OT Tvna obpasua 1 nocneayoLlei pabotsl nabopatopun. MoXHO yCTaHOBUTL ApYroi rpadpuk CHUTLIBAHUS
nokasaHuii. [ponyck YTeHns nokasaHuii NPOBUPOK B TEHEHNE HECKOMbKUX AHEN, Hanpymep B BbIXOAHbIE UMK NPa3AHMKK, MOXET 3adepxaTtb
onpezaeneHne Npobrpok ¢ NOMOXWUTENbHBIMW pe3ynbTaTaMu, OQHaKo APYrMX OTpULLATENbHbBIX BO3AENCTBUIA Ha 9h(EKTUBHOCTb CPeAbl OKasaHo
He 6yaert. Mepen yTunusauuein npobupkyu HeE06XOAMMO OCMOTPETL Ha Hann4yMe MyTHOCTU, MEMKUX YacTuL, unu rpaHyn. Mpobupkn MGIT ¢
oTpuLaTeNbHLIMK pe3ynsTaTtamy Hefb3si UCMOb30BaTh NMOBTOPHO. [MpY NOA03PEHUU HA POCT MMKOGAKTEpPUIA BBINOMHSAIOT npoLeaypy o6paboTkm
npo6upkn MGIT ¢ nonoxutenbHbIM pe3ynsTaToM, Kak onucaHo aanee.

MNMoBTopHasn o6paboTka 3arpsisHeHHbIX Npo6upok MGIT. 3arpsisHeHHble npo6bupku MGIT MOXHO NOBTOPHO AEKOHTAaMUHUPOBATL U BOCCTAHOBUTL

MX KOHLIEHTPaLMIO, 1CMONb3ys Ty Xe NpoLeaypy, Kak 1 npu nepBoHavanbHoi obpaboTke obpasLua.

MowmeluatoT conepxumoe 3arpsisHeHHol npobupku MGIT B nnacTukoByto NPo6UpKy ANs LeHTpudyrmposaHns oobemom 50 mn.

[o6aenstot 5 mn pactBopa NALC-NaOH B npobupky Ans LeHTpudyrmpoBaHus. 3akpbiB KPbILLKY, BCTPSIXMBALOT Npobupky B TedeHne 5 — 20 c.
OcrtaensitoT Npobupky cTosiTh B TedeHne 15 — 20 MuH. He ocTaBnstoT ee fonblue, 4eM Ha 20 MUH.

[o6Gasnsitot 35 Mn ctepunbHoro docgatHoro 6ycdepHoro pacteopa ¢ pH 6,8. 3akpbIBaloT KPbILLIKON U NEpeMeLLMBAIOT COAEPXKMMOE.
KoHueHTpupytoT obpasel B LieHTpudyre npu ckopoctv 3000 X g B TeveHne 15 MuH.

OCTOPOXHO CMMBAIOT BCIO HAZ0CaA04HYHO KMAKOCTb. MOBTOPHO CYCNEHAMPYIOT 0CaA0K, MCMOSb3Ys CTEPUINBHYIO CTEKMSHHYIO MUNETKY C
docaTtHbIM BydepHbiM pacteopom ¢ pH 6,8.

7. 3acewBatot 0,5 M cycneHsum B HOBYto npo6upky MGIT.

KoHTponb kayecTBa. [ocne nonyyYeHns HOBOM NOocTaBku U naptum npobupok MGIT pekoMeHAyeTCst NOArOTOBUTbL CYCNEH3UM KOHTPOMbHbIX
MukpoopraHuamos ATCC B 6ynboHe Mugan6pyka 7H9.

[lns kyneTyp TBEPAbIX CPeA BO3pacToM MeHee 15 AHelt roToBAT cycneHanto B 6ynboHe Muaan6pyka 7H9.

OCTaBnsIlOT CyCneH3uno OTCTOATLCSA B TedeHne 20 MUH.

CnuvBatoT Haf0CaA04HYI0 XWUAKOCTb B MYCTYIO CTEPUIbHYIO NPOBUPKY 1 AAIOT eii 0TCTOATLCA elle 15 MUH.

CnuvBaloT HafoCaA04HYI0 XUAKOCTb B APYTY0 NYCTYIO CTEPUMbHYHO MPOGUPKY.

C nomoubto HedbenomeTpa fobusatotcs MyTHOCTM cycneHaun 0,5 no ctaHaapty MakdapnaHaa.

Pa36aBnsioT KOHTPObHbIE CYCMEeH3MN MUKPOOPraHM3MOB B COOTBETCTBUM CO CXeMo pa3baBneHus, npvBegeHHol B Tabn. 1.
7. BaceuBatoT npobupkn MGIT, cneays HCTpykumam pasaena «Moces B npobupku MGIT».

B npo6upkax MGIT gomkHa 6biTb 06HapyxeHa hnyopecLeHLus B Te4eHne BpeMeHM, ykadaHHoro B Tabn. 1.
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Ta6bnuua 1
Kynetypa Homep ATCC Pa36aBneHue cycneHauu ¢ MyTHocTbto 0,5 no [Hen oo nposiBneHus
cranpapTty Makdapnanaa B ousmonoruyeckom NONoXUTeNbLHOro
pacTBope pesynesraTa
M. tuberculosis 27294 1:50 6-10
M. kansasii 12478 1:5000 7-1
M. fortuitum 6841 1:5000 2-3

K MOMEHTY 0BHapyxeHUsi MoNoXWUTENbHOTO pesyrnsrata B Npobvpke Gyaet npucyTcTBoBaTh okono 104 — 107 KOE/mMn mukobaktepuit. Ecnn xots
6bl ofHa 13 npobupok MGIT Anst KOHTPONS Ka4YecTBa He nokasana OXWAAeMoro peaynsrara, He UCTOonb3yiiTe ocTaBLUMecs NPoBUpKK, Noka He
CBSXXETECH C MECTHbLIM NpeAcTaBMTeNnem komnanum BD.

PE3YINbTATbI

O6paseL C NoNoXUTENbHLIM PE3yNLTaTOM Ha KyMbTYpy XapakTepusyeTtcs HanmuneM ryopecLeHLn U HEFOMOTEHHOW MYTHOCTU, MENKUX
YacTuL, Unn xnonees B 3acesiHHol npobupke MGIT. CneayeT nepecenTb COAEPXKUMOE «MONOXMTENBHBIX» NPOBUPOK M NOArOTOBUTL Ma3kn
KMCMOTOYCTONYMBBIX LLUITAMMOB. [ONOXUTENbHbI Pe3ynbTaT TeCTa Ma3koB KUCMOTOYCTONUMBBIX LUITAMMOB yKa3sblBaeT Ha NPeAnonoX1TeNnbHOe
npucyTCcTBrE B NPOBUPKE KM3HECTIOCOBHBLIX MUKPOOPraHM3MOB.

O6paboTtka «nomnoxuTenbHo» npobupku MGIT.
TMPUMEYAHUE. Bce delicmeusi omkHbI 8bIMOMHAMbLCS 8 6UOM02UYECKOM 3auyUMmHOM WKagy.
a) WaenekatoT npobupky MGIT u3 TecToBoro LTaTMBa.

6) C nomoLLbio CTepUnbHOM NUMNETKN OTOMPAIOT anuKkBoTYy CO AHA Npobupku (okono 0,1 M) Ana okpalLMBaHWs MUKponpenapaToB (okpalLumBaHue
KMCIMOTOYCTOMYMBBIX LUTAMMOB W OKpaluuBaHuve no Mpamy).

B) WccnenytoT Masok v npenapatbl. COCTaBNSAOT OTYET O NPeABapUTENbHbIX peaynbTartax ToNbKo NOcne OLEHKW OKpaluMBaHWs
KMUCNOTOYCTONYMBBIX LUITAMMOB.

Ecnu okpalmBaH1e KMCNOTOYCTOWUYMBBIX LUTAMMOB AAeT NONMOXUTENbHbIW Pe3ynbTaT, BbINONHAT Nepeces KynbTypbl HAa NOTHYO cpeay

1 COCTaBMSIOT OTHET MO CIEAYIOLLEi CXeMe: POCT — NOMOXUTENbHO, OKpaLLMBaHUE KUCNOTOYCTONUMBBIX LUTAMMOB — NOMNOXUTENbHO, TpebyeTcs

naeHTUVKauums.

Mpu1 NPUCYTCTBMM MUKPOOPraHN3MOB, OTIIUYHBLIX OT KUCMIOTOYCTOMUYMBBIX LUITAMMOB, COCTaBIAOT OTYET CriefytoLmnmM o6pa3omM: pocT —

NOMNOXWUTENbHO, OKPaLLMBAHUE KUCOTOYCTONYMBBIX LUITAMMOB — OTPULIATENBHO, 3arpsi3HEHO.

B cnyyae oTCyTCTBUS MMKPOOPraHU3MOB Pe3yfbTaT 3aHOCUTL B OTHET HE HYXHO. [epeceBatoT GynboH Ha NNacTUHKY arapa ¢ KPOBbH 1

cpepy Ans MykoGakTepuanbHOM KynbTypbl, NOBTOPSIOT Ma3ok ¢ fobaeneHviem Gerka, 4Tobbl obecneunTs Heobxoaumyto drkcaumio NOCeBHOro

MaTepuana Ha NnpeaMeTHOM CTekre.



OrPAHMYEHUSS METOOUKU

W3BneveHne mukoGakTepuii B npobupke MGIT 3aBuCUT OT KONMYecTBa MUKPOOPraHM3MOB, NPUCYTCTBYHOLLMX B 06pasLie, oT MeTofoB c6opa
06pasLoBs, OT COCTOAHWS NALWEHTa, HaNpPUMep HanM4ynMsa CUMNTOMOB 3aboneBaHus, NpeablayLLEro NeYeHns u cnocoba obpaboTku.
PekomeHayeTcs BbINONHUTL AekoHTaMmuHauuio ¢ nomolybio N-auetun-L-uuctenna n ruapokenaa Hatpust (NALC-NaOH) unv meTtofos ¢
MCrnonb30BaHNeM LLaBeneBow KUCNOoThI. [ipyrne MeToabl AeKoHTaMMHaLmumn He TecTuposanuck co cpedovi BBL MGIT. Pactsopbl Ans hepmeHTaLmm
1 AeKOHTaMUHaLMKU MOTYT OKa3aTb OTpULaTENbHOE BUAHNE Ha MUKOBaKTepun.

Mopdonoruio v MrMeHTaLmMio KONOHUM MOXHO ONpeaeniTb TONMbKOo B NNOTHON cpeae. MukobakTepum MOryT pasnuyaTbes no
KNCMNOTOYCTOMYMBOCTU B 3aBUCMMOCTH OT LUTaMMa, BO3pacTa KynsTypbl U Apyrux haktopos. YeTkas Mopdonorns Mykponpenapatos B cpeae

BBL MGIT He ycraHoBneHa.

Copepxumoe npobupkvt MGIT ¢ nonoXuTenbHbIM peaynsTaToM OKpaLlMBaHWS KUCMOTOYCTONUMBBIX LLITAMMOB MOXHO NepecesiTh kak B
CENeKTUBHYI0, TaK U B HECENEKTUBHYIO M1KkoBakTepnanbsHyto cpeay Ans BblAeNeHns B Lenax naeHTUduKaLmm u npoBepkn YyBCTBUTENBHOCTU.
Mpo6upkn MGIT ¢ NonoxuTenbHBIMK pe3ynsTataMu MOryT COAepXaTb U Apyrue (He MukoGakTepuanbHbie) KynbTypbl. KynbTypbl, OTIIMYHbIE

OT MVKoBaKTepuarnbHbIX, MOTyT Pa3BMBaTLCS Myylle NPUCYTCTBYOWMX MUKoGakTepwid. Mpobupku MGIT ¢ Takum coaepxumbiM Heo6xoaMMo
noaBeprHyTb AEKOHTaMUHALIMK U Nepecesy.

Mpo6upku MGIT ¢ NoNoXuTeNbHLIMU pesynsTaTaMi MOTyT COAepXaTb OAVH UIM HECKOMNbKO BMAOB MukobakTepuit. Mukobaktepum ¢ Gonee
BbICOKOW CKOPOCTbIO POCTa MOTYT BbI3biBaTb NOMOXUTENBHYIO (hrlyopecLieHLuio 0 ee BbidoBa 6oree MeaneHHo pacTyLuMn MukobakTepuamm,
NO3TOMY BaXKHO BbINOMHUTb NEepeceB COAEePXUMOro «MonoXuTenbHbIx» Npobupok MGIT ans obecneveHuns Hagnexallen uaeHTUgUKaLmMm Bcex
MukoBaKkTepuii, NpUcyTCTBYOLLMX B 0BpasLe.

O6beMbl 06pasLos 6onee 0,5 M MOryT YBENUUUTL 3arpsiBHEHNE UNu APYrM cnocobom oTpuuaTenibHo NOBNUATL Ha 3PMEKTUBHOCTb NPOBUPOK
MGIT.

M3-3a HacblweHHocTr 6ynboHa MGIT u HecenekTvBHoM npupoap! nHankatopa MGIT BaxHO BbINOMHATL YkasaHHyto npoueaypy epmeHTaumm

1 [leKOHTamMmHaummn Bo usbexaHue 3arpsisHeHus. [ins ontumansHoro BbiaeneHus Mmkobaktepumin Heobxoanmo cTporo cobniogatb MHCTPYKLUMUK
METOANKM.

Vcnonb3oBaHue cmecn aHTubnoTkoB PANTA antibiotic mixture siBnsieTcst o6s13aTenbHbIM ANst BCEX HECTEPUIbHBIX 06pa3sLoB, O4HAKO OHa MOXET
okasaTb MHIMGMpYtoLLEee AeCTBME Ha HEKOTOPble MUKOBaKTepuu.

Bo BpeMmsi KNMHUYECKMX NCCNEAOBAHMI 3aKIYUTENBHBIE NEPECEBbL! HE BbIMOMHANMUCH PerynspHo. Taknum o6pa3oM, AENCTBUTENBHbIN YPOBEHD
TOXHbIX OTpULIATENbHbIX pe3ynsTaTos (onpeaensemblx kak npobupkv MGIT, ocTaBluMecs «oTpuLATeNbHLIMUY B TEYEHWUE BCETO BOCbMUHEAENbHOIO
nepuoaa uHkybaumm, nogsepriumecs nepecesy U 06HapyXUBLLME POCT MUKOGaKTepuil) B 3TO BPEMS ONPEeaenuTb HEBO3MOXHO.

MccnenoBaHus 3acesHHbIX KynbTyp Gbinv npoBeaeHb! ANns AaauaTn Tpex Buaos (ATCC 1 AUKMX LWTaMMOB) MUKOBaKTEpUil C YpOBHSMM Nocesa ot
103 go 105 KOE/mn. B npo6upke MGIT o6HapyKeHbl NonoxuTenbHble peaynsrarhl A1 Creayowmx BUaoB:

M. africanum M. gordonae* M. nonchromogenicum M. terrae

M. avium xomnnekc* 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

*BakTepum, BblAENEHHbIE BO BPEMSI KIMMHWYECKOW oLeHkuU npobupku MGIT.

KnuHnyeckue nccnenoBaHusi NOATBEPAMNY BblaeneHe MukobakTepuii B obpasuax U3 AblxaTenbHbIX NyTew, Xenyao4uHbIX acnvpaToB, TKaHew,
CTyna u CTepuribHbIX GYONOrMYECKUX XKNOKOCTEN 3a UCKIIOUYEHNEM KPOBU. BbiaeneHus mukobaktepuii 3 Apyrux 61Monoruyeckux xuakocten ans
[laHHOro NpoAyKTa He Bbino obHapyxeHo.

OXWOAEMBIE PE3YIbTATbI

1. YacToTHOe pacnpeaeneHne BpeMeHu BblAeneHUs «MoNoXUTeNbHbIX» 06pa3LoB B X0A4e KITMHUYECKOro UCMbITaHUA CUCTEMBI
BBL MGIT noka3aHo Ha crieyHLeM pUCYHKe.
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[Hew fo obHapyxeHus

KOHKPETHBIE PABOYUE XAPAKTEPUCTUKN

Mpo6upku BBL MGIT Mycobacteria Growth Indicator Tube ncnbiTaHbl B LLIECTU KIIMHUYECKNX YYPEXAEHNSIX, B YUCIIO KOTOPbIX BXOANIN KaK
MeanLMHCKe nabopaTopum, Tak 1 KpynHble MeAULMHCKUE YHPEXAEHUA UHTEHCMBHON Tepanuu B pasnuyHbIX reorpapuyecknx permoHax.
MonynsumoHHas Belibopka yupexaeHns Bknodana nauneHToB, 3apaxeHHblx BUY, naumeHToB ¢ ocnabneHHbIM UMMYHUTETOM U NaLUEHTOB,
nepeHecLUnx nepecapaky opraHos. Mpo6upkv BBL MGIT noasepranuck cpasHeHuto ¢ pagnomeTpudeckoii cuctemorn BACTEC 460TB, cuctemoit
BBL SEPTI-CHEK ans nccnefoBanus MukobakTepuanbHbIX KUCIOTOYCTOMYMBbLIX KYMbTYP U C TPAAULIMOHHBIMK NOTHBIMW cpeaamMu Ans
BbIpaLLMBAHWS KyNbTYp C LIENbo onpeaeneHns 1 BbiaeneHns MMKobakTepuii n3 KnMHn4ecknx obpasLioB (3a UCKNoYeHnem Kposu 1 moun). B xoae
nccneposaHus 6bin npotectuposaH 2801 o6pasew. Mo UCTouYHKKaM B3sTble 06pasLibl pacnpenensioTcs cneayowmm obpasom: AbixaTenbHble
ny (78 %), xxenynok (0,4 %), Gronornyeckue xuakoctu (9,8 %), Tkanm (7,0 %), cTyn (2,5 %) n apyrvme nctodnukm (2,4 %). 318 obpasuos,
npeacTasneHHbix 330 BblAENEHHBIMU N30MATaMU, B XOAE UCCNeAoBaHWA Aanu NonoxuTenbHble pesynstaTsl. M3 atux 330 nsonsatos 253 (77 %)
6binu BblgeneHbl B npobupkax BBL MGIT, 260 (79 %) — B cuctemax BACTEC 460TB 1 BBL SEPTI-CHEK AFB 1 219 (66 %) — B TpaaVLMOHHbIX
NnoTHbIX cpeaax. B npobupkax BBL MGIT o6HapyxeHo 0,5 % noxHbIX NONOXUTENbHbIX pedynbstatos (dbnyopecueHums MGIT npu otcyTcTBUK
KucrnotoycToinumBbix 6auunn). B npobupkax BBL MGIT He ynanocs Bbliaenutb 3,7 % M30MnsToB, KOTOpble Obinu BblAeneHbl B OAHON Unn
HeCKOSbKUX 3TanoHHbIx cuctemax (BACTEC 460TB, BBL SEPTI-CHEK AFB vnu TpaguuUMOHHBIX MOTHBLIX cpeAax). HecMoTps Ha To, 4To 3To
3HaYeHVe NpeacTaBnAeT NoTeHUMaNbHY NOTEPIO BbIAENEHNS, OHO He ABMNAETCA NokasaTeniem AeiCTBUTENBHOIO NOXHOIrO OTPULIATENLHOMO
onpeaenexHus (cM. pasaen «OrpaHUYeHns MeToanKIny). Micnonb3oBaHye BTOPON Cpeapbl B COOTBETCTBUM C PEKOMEHAALMAMU NOBbILLIAET
BEPOSATHOCTb BblAeneHuns Mukobaktepuii. CpegHas 4acTtoTa NPOHUKHOBEeHWS 3arpsasHenus ans npobupok BBL MGIT coctaBuna 9,7 %.



YYPEXOEHUSS BACTEC

Tabnuua 2. O6HapyXeHWe «NONOXUTENbHbIX» U30NIATOB MUKOBaKTEPUIA B KITUHUYECKUX UCCTIef0BaHUAX

WUsonat Bcero Bcero Tonbko Bcero Tonbko Bcero Tonbko
U30NATOB MGIT MGIT BACTEC BACTEC TPaAULMOHHLIX  TPaAULMOHHbIE
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 1 4 1 4 1 9 5
M. flavescens 2 1 0 2 1 0 0
Bce mukobakTtepum 244> 180" 15 203 27 168 17

MPUMEYAHWE. B aTu AaHHble He BKMtoYeHbl 14 n3onaTtos, uccnegoBaHHbix TOJTbKO B npobupkax MGIT. MpeanonoxwvtensHas naeHTudmnkaums
6bina BbinonHeHa 6e3 OKOHYaTeNbHOro NOATBEPXKAEHUS AEHTUdMKaLUK.

YYPEXOEHUSS SEPTI-CHEK

Tabnuua 3. O6Hapy)eHne «NONOXMUTENbHbIX» U30NATOB MUKOGAKTEPUI B KTMHUYECKUX MCCNeAoBaHUAX

Wsonsr Bcero Bcero Tonbko Bcero Tonbko Bcero Tonbko
n3onaToB MGIT MGIT SEPTI-CHEK SEPTI-CHEK TpaaMLMOHHbIX TpaAULUUOHHBbIE
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
Bce mukobaktepumn 67* 54* 9* 57 4 51 0

MPUMEYAHUE. B 3t faHHble He BkIoYeHbl 5 n3onsTos, nccnegosarHbix TOJIbKO B npobupkax MGIT. MpegnonoxutensHas naeHTugukaums
6blina BbiNornHeHa 6e3 OKOHYaTENbLHOrO NOATBEPXAEHUS UAEHTUDUKALMN.

HANMWYUE

Ne no kat. Onucanue

245111 BBL MGIT Mycobacteria Growth Indicator Tubes, 4 mn, 25 npo6ypok B KapTOHHOW ynakoBKe.

245113 BBL MGIT Mycobacteria Growth Indicator Tubes, 4 mn, 100 npo6upok B KapTOHHOW ynaKkoBKe.

245116 BBL MGIT OADC, 15 mn, 6 conakoHOB B KapTOHHOW yrnakoBke. CoaepKMMOoro Kaxaoro griakoHa 4ocTaTodHo Ans 25 npobupok MGIT.

220908 BBL Lowenstein-Jensen Medium Slants, 10 wT. B ynakoBke (Mpo6upku 20 x 148 MM C KpbILLKaMu).

220909 BBL Lowenstein-Jensen Medium Slants, 100 wwT. B kKapToHHOW ynakoBke (Mpobupku 20 x 148 MM C KpbiLLKamu).

240862 BBL MycoPrep Specimen Digestion/Decontamination Kit, 10 conakoHos no 75 mn ¢ pacteopom NALC-NaOH u 5 ynakosok
doccartHoro bydepa.

240863 BBL MycoPrep Specimen Digestion/Decontamination Kit, 10 donakoHoB no 150 mn ¢ pactBopom NALC-NaOH u 10 ynakoBok
docdatHoro bydepa.

245114 BBL MGIT PANTA antibiotic mixture, nuocdunusnpoBaHHas, 6 dnakoHOB B KapTOHHOW ynakoBke. CoaepXMMoro kaxaoro dnakoHa
poctatoyHo anst 25 npobupok MGIT.

220959 BBL Middlebrook and Cohn 7H10 Agar Slants, 100 wT. B ynakoske.
295939 BBL Middlebrook 7H9 Broth, 8 mn, 10 npo6upok B ynakoske.
221818 BBL Normal Saline, 5 mn, 10 wT. B ynakoBske.

221819 BBL Normal Saline, 5 mn, 100 LT. B KAPTOHHOI yrnakoBKe.

231106 BBL Taxo X Factor Strips, 1 conakoH, 50 nonocok.
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BACTEC™MMGIT™ 960 PZA Kit
For the Antimycobacterial Susceptibility Testing of Mycobacterium tuberculosis

INTENDED USE

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

SUMMARY AND EXPLANATION

Antimycobacterial susceptibility testing is necessary for the proper treatment of patients with
tuberculosis. The treatment of tuberculosisis commonly through a multiple drug regimen that
includes the antimycobacterial drug pyrazinamide. It isimportant 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." Resistance to any of the primary drugs, including pyrazinamide, makes
the disease more difficult and expensive to treat. The rapid detection of these resistant isolatesis
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,” 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.* 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 pg/mL.* A limitation of the
method isthat at apH 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,” is based
on the production of radioactive “C-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 areduced pH of 6.0.° At this pH, PZA activity against mycobacteria can
be determined without inhibiting the growth of most M. tuberculosisisolates. The BACTEC
460TB PZA susceptibility test uses a pyrazinamide drug concentraton of 100 ug/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.?

Use of the BACTEC MGIT 960 System in combination with the BACTEC M GIT 960 PZA kit
is anon-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 pg/mL. This concentration correlates with the concentration used in the
BACTEC 460TB System.



PRINCIPLES OF THE PROCEDURE

BACTEC MGIT 960 PZA Medium is atube 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. Theinitial concentration of dissolved oxygen quenches the emission from
the compound, and little fluorescence can be detected. L ater, actively growing and respiring
microorgani sms consume the oxygen, which allows the compound to fluoresce.

The BACTEC MGIT 960 PZA Kitisa4 — 21 day qualitative test. The test is based on growth
of the M. tuberculosisisolate 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.

REAGENTS

The BACTEC MGIT PZA Medium contains 110 pL 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 125¢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 pg

BACTEC MGIT 960 PZA Supplement contains 15 mL of enrichment
Approximate Formula* Per L Purified Water:

Bovine albumin 50.09g
Catalase 0.03¢g
Dextrose 200¢g
Oleic Acid 01lg

Polyoxyethylene stearate (POES) 1.1g

* 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 — 25°C. 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.



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, storein 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 pg/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’ "*° and institutional guidelines should be followed in handling al 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 viasif 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 areaimmediately; 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 M GI T tubes prior to disposal.

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.




VI.

Preparation of the Isolate from Solid M edia:

1.

2.

oA

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.

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 coloniesin
the Middlebrook 7H9 Broth.

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

L et the suspension sit for 20 min without disturbing.

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.

Transfer the supernatant fluid (it should be smooth, free of any clumps) to athird
16.5 x 128 mm steriletube. NOTE: The organism suspension should be greater than
a 0.5 McFarland standard at this step.

Adjust the suspension to a 0.5 McFarland standard by visual comparisonto a0.5
McFarland turbidity standard. Do not adjust below a 0.5 McFarland standard.
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 MGIT Tube:

1
2.

The first day of an instrument positive BACTEC MGIT tubeis considered Day 0.
For the preparation of the test inoculum, apositive 7 mL MGI T tube should be used
the day after it first becomes positive on the BACTEC M GIT 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 afresh 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.

If thetubeisaDay 1 or Day 2 positive, no dilution isrequired. Use thisasthe AST
inoculum and proceed to "Inoculation Procedure for BACTEC MGIT 960 PZA
Susceptibility Test."

4. If thetubeisaDay 3, Day 4, or Day 5 positive, then dilute 1 mL of the positive broth
in4 mL of sterile saline (1:5 dilution). Use this asthe AST inoculum and proceed to
"Inoculation Procedure for BACTEC MGIT 960 PZA Susceptibility Test."

PROCEDURE

Materials Provided: BACTEC MGIT 960 PZA Kit containing two vials each lyophilized drug
and six vias 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.



Inoculation Procedurefor 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 isimportant to add drug only to the corresponding MGI T tube labeled
“PZA”. Useonly the MGIT 960 PZA supplement supplied with the kit and MGIT 960 PZA

M edium tubes when performing the PZA AST set.

1.

N

Label two 7 mL MGIT 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).
Aseptically add 0.8 mL of BACTEC MGIT 960 PZA Supplement to each tube.
Using a micropipet, aseptically pipet 100 uL of 8000 pg/mL BACTEC MGIT 960
PZA drug solution to the appropriately labeled MGIT PZA tube. No PZA drug
solution should be added to the M GIT GC tube.

Drug

Concentration of
Drug after
Reconstitution”

Volume Added to
MGIT Tubesfor
Test

Final Concentration
in MGIT Tubes

MGIT PZA

8000 pg/mL

100 pL

100 pg/mL’

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

indicated.

4.

o

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: Itisimportant to use an appropriately prepared 1:10 dilution for
the “GC” tube to ensure accurate AST results and avoid PZA AST set
errors.
Drug-containing tube inoculation: Aseptically pipet 0.5 mL of the AST inoculum
(see “SPECIMEN PREPARATION") into the MGI T tube labeled “PZA”.

Tightly recap the tubes. Mix tubes thoroughly by gentle inversion three to four times.

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 isin thefirst left tube position. Select PZA as the drug
in the 2 tube AST set carrier definition when performing the AST set entry.

Streak 0.1 mL of the organism suspension to a Trypticase™ Soy Agar with 5%
Sheep Blood (TSA I1) plate. Enclosein a plastic bag. Incubate at 35 — 37°C.

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.



Vil

VIII.

USER QUALITY CONTROL

Upon receipt of a new shipment or lot number of BACTEC MGIT 960 PZA Kit viasor
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. Itis
important to add drug only to the corresponding M GI T 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 Positive Susceptible
ATCC™ 27294

During the external evaluation of the BACTEC MGIT 960 PZA Kit the average time to result
for the control organism was seven days with arange 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.

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 isimportant 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.



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 M 24 standard.

BACTEC MGIT 960 PZA result reporting

Drug MGIT 960
(concentration) result Recommended Report Action
Isolate tested with BACTEC MGIT No action.
Susceptible | 960 [PZA/100 pg/mL] and result is
susceptible.
PZA (100 Isolate tested with BACTEC MGIT If isolate is mono-
: 960 [PZA/100 pg/mL] and result is resistant to PZA,
ug/mL) Resistant resistant. confirm that isolate
tested is a pure culture
of Mycobacterium
tuberculosis.
Error “X” No report. Repeat test.

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 specimensis 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 a1:10 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 tubesisimportant. Failureto mix the tubes adequately may lead
to false resistant results.



Failure to load the tubes of the AST Set into the AST Set Carrier in the proper sequence may
giveinaccurate 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 usethe 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.

Failureto use BACTEC MGIT PZA Medium for the PZA AST set may give inaccurate results.
DO NOT substitute BBL MGIT 7 mL Mycobacteria Growth Indicator Tubesfor BACTEC
MGIT PZA Medium.

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 externa 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 arange from four to seventeen days. The data are shown in Figure 1.



Figure 1: Distribution of BACTEC MGIT 960 PZA AST Time to Result
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PERFORMANCE CHARACTERISTICS
Analytical Studies

Liquid and Solid Media AST Inoculum Ranges:

Liquid media - The recommended procedure for preparing a PZA Set from apositive MGIT 7
mL tube uses adirect inoculum on Day 1 and Day 2 post-positivity and a dilute (1:5) inoculum
on Day 3to Day 5 post-positivity. Internal studies show that inocula prepared from aDay 1 to

Day 5 positive MGIT 7 mL tube range between 2.0 x 10* to 7.5 x 10° 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 10° to 3.9 x 10° CFU/mL.

Cumulative % Interpreted by TIP



Lot Reproducibility:

L ot reproducibility was evaluated using twenty-five M. tuberculosis strains (including three
ATCC strains). Each strain wastested 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 sitesusing 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. Thisincluded testing
of both fresh clinical and subcultured isolates from both liquid and solid culture sources. This
generated atotal of 228 test results.

Table 1 presents the results from clinical isolate testing for PZA drug at 100 pg/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
4 ” Category 4 Category
Source S R agreement % agreement %
Tests agree (95% Cl) agree (95% CI)

98.9% 95.7%

LIQUID 112 89 23 88 (93.9-100) 22 (78.1-99.9)
97.8% 87.0%

SOLID 113* 90 23 88 (92.2-99.7) 20 (66.4-97.2)
98.3% 91.3%

ALL 225* 179 46 176 (95.2-99.7) 42 (79.2-97.6)

XI1I.

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

All isolates with discordant BACTEC M GIT 960 PZA results were tested using the BACTEC
460TB PZA susceptibility test at two independent sites. Discordant results were those strains
wherethe 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 (SMGIT 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, SBACTEC
460TB) isolates tested, all isolates had susceptible results from both independent sites.

Two of the three BACTEC 460TB borderline PZA results (SSMGIT 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.

AVAILABILITY

Cat. No. Description

245128 BACTEC™ MGIT™ 960 PZA Kit, carton of 2 lyophilized drug vialsand 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 Mqgit

Kit Component(s)

Kit Component(s) Description

8019891 MGIT PZA
WP245128]AA 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: 1410771 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

Label Elements

Hazard Symbol: No symbol
Signal Word: No signal word.
Hazard Statement: Not applicable
Precautionary Not applicable
Statements

Other hazards which do not None.

result in GHS classification:

3. Composition/information on ingredients

SDS_US 1/10
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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 Water spray, fog, CO2, dry chemical, or alcohol resistant foam.
media:
Unsuitable extinguishing None known.
media:
Specific hazards arising from None known.

the chemical:
Special protective equipment and precautions for firefighters

Special fire fighting No unusual fire or explosion hazards noted.
procedures:

Special protective equipment  Firefighters must use standard protective equipment including flame

for fire-fighters: retardant coat, helmet with face shield, gloves, rubber boots, and in
enclosed spaces, SCBA.
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6. Accidental release measures

Personal precautions, No special precautionary health measures should be needed under
protective equipment and anticipated conditions of use.
emergency procedures:

Methods and material for No specific clean-up procedure noted.
containment and cleaning
up:

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, Store in a cool, dry place. Keep container tightly closed.
including any
incompatibilities:

8. Exposure controls/personal protection

Control Parameters

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

Appropriate Engineering No special requirements under ordinary conditions of use and with
Controls 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.

SDS_US 3/10



Becton, Dickinson and

Company

BD, Franklin Lakes, NJ
07417 USA
www.bd.com

Version: 1.0
Last revised date: 07/17/2018

9. Physical and chemical properties

Appearance

Physical state:

Form:
Color:
Odor:
Odor threshold:
pH:

Melting point/freezing point:

Initial boiling point and boiling range:

Flash Point:

Evaporation rate:
Flammability (solid, gas):

solid
solid

According to product specification.

Characteristic

No data available.
No data available.
No data available.
No data available.
No data available.
No data available.
No data available.

Upper/lower limit on flammability or explosive limits
Flammability limit - upper (%):

Flammability limit - lower (%):
Explosive limit - upper (%):
Explosive limit - lower (%):

Vapor pressure:
Vapor density:
Relative density:
Solubility(ies)

Solubility in water:
Solubility (other):

Partition coefficient (n-octanol/water):

Auto-ignition temperature:
Decomposition temperature:

Viscosity:

No data available.
No data available.
No data available.
No data available.
No data available.
No data available.
No data available.

No data available.
No data available.
No data available.
No data available.
No data available.
No data available.

10. Stability and reactivity

Reactivity:

Chemical Stability:

Possibility of hazardous

reactions:

Conditions to avoid:

Incompatible Materials:

SDS_US

Stable under normal temperature conditions and recommended use.

Material is stable under normal conditions.

Not known.

Strong oxidizers.

Avoid exposure to high temperatures or direct sunlight.
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Hazardous Decomposition Not known.
Products:

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.

SDS_US 6/10



Becton, Dickinson and
Company

BD, Franklin Lakes, NJ
07417 USA
www.bd.com

Version: 1.0
Last revised date: 07/17/2018

Aquatic Invertebrates
Product:

No negative effects on the aquatic environment are known.

Chronic hazards to the aquatic environment:

Fish
Product:

Aquatic Invertebrates
Product:

Toxicity to Aquatic Plants
Product:

Persistence and Degradability

Biodegradation
Product:

BOD/COD Ratio
Product:

Bioaccumulative potential

No negative effects on the aquatic environment are known.

No negative effects on the aquatic environment are known.

No negative effects on the aquatic environment are known.

Expected to be readily biodegradable.

No data available.

Bioconcentration Factor (BCF)

Product:

No data available.

Partition Coefficient n-octanol / water (log Kow)

Product:

Mobility in soil:

No data available.

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:

Disposal instructions:

Contaminated Packaging:

SDS_US

Dispose of waste and residues in accordance with local authority
requirements.

No specific disposal method required.

No data available.
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14. Transport information

DOTUN Number:

UN Proper Shipping Name:

Transport Hazard Class(es)
Class:
Label(s):

Packing Group:

Marine Pollutant:

Limited quantity

Excepted quantity

Special precautions for user:

IMDG
UN Number:
UN Proper Shipping Name:
Transport Hazard Class(es)
Class:
Subsidiary risk:
EmS No.:
Packing Group:
Environmental Hazards
Marine Pollutant:

Special precautions for user:

IATA
UN Number:
Proper Shipping Name:

Transport Hazard Class(es):

Class:
Subsidiary risk:

Packing Group:
Environmental Hazards
Marine pollutant:

Special precautions for user:

Not regulated.
Not regulated.

Not regulated.
Not regulated.
Not regulated.
Not regulated.
Not regulated.
Not regulated.

Not regulated.

Not regulated.
Not regulated.

Not regulated.

Not regulated.
Not regulated.

Not regulated.
Not regulated.
Not regulated.
Not regulated.
Not regulated.

Not regulated.
Not regulated.

Not regulated.

Not regulated.

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.

SDS_US
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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.

16.0ther 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: 1410771 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

Label Elements

Hazard Symbol: No symbol
Signal Word: No signal word.
Hazard Statement: Not applicable
Precautionary Not applicable
Statements

Other hazards which do not None.

result in GHS classification:

3. Composition/information on ingredients

SDS_US 112



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

Becton, Dickinson and
Company

BD, Franklin Lakes, NJ
07417 USA
www.bd.com

Mixtures

Chemical Identity g;:;':;'::ame and 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 Water spray, fog, CO2, dry chemical, or alcohol resistant foam.
media:
Unsuitable extinguishing None known.
media:
Specific hazards arising from None known.
the chemical:

Special protective equipment and precautions for firefighters

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

enclosed spaces, SCBA.

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

6. Accidental release measures

Personal precautions,
protective equipment and
emergency procedures:

Methods and material for
containment and cleaning

up:

Environmental Precautions:

Avoid release to the environment.

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

No specific clean-up procedure noted.

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 pg/m3

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

ST ESL

18,800
pug/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)

SDS_US
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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 No special requirements under ordinary conditions of use and with
Controls 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 Not known.

reactions:
Conditions to avoid: Avoid exposure to high temperatures or direct sunlight.
Incompatible Materials: Strong oxidizers.
Hazardous Decomposition Not known.

Products:

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:

Dermal
Product:

Inhalation
Product:

Repeated dose toxicity
Product:

Specified substance(s):

Ethanol

Skin Corrosion/Irritation
Product:

Specified substance(s):

Ethanol

No data available.

No data available.

No data available.

No data available.

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

No data available.

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

Serious Eye Damage/Eye Irritation

Product:

Specified substance(s):

Ethanol

Respiratory or Skin Sensitization

Product:

SDS_US

No data available.

in vivo (Rabbit, 24 - 72 hrs): Not irritating EU

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.

SDS_US 9/12



w BD

Becton, Dickinson and
Company

BD, Franklin Lakes, NJ
07417 USA
www.bd.com

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

IMDG
UN Number:
UN Proper Shipping Name:
Transport Hazard Class(es)
Class:
Subsidiary risk:
EmS No.:
Packing Group:
Environmental Hazards
Marine Pollutant:

Special precautions for user:

IATA
UN Number:
Proper Shipping Name:

Transport Hazard Class(es):

Class:
Subsidiary risk:

Packing Group:
Environmental Hazards
Marine pollutant:

Special precautions for user:

Not regulated.
Not regulated.

Not regulated.

Not regulated.
Not regulated.

Not regulated.
Not regulated.
Not regulated.
Not regulated.
Not regulated.

Not regulated.
Not regulated.

Not regulated.

Not regulated.

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
Ethanol

Superfund Amendments and Reauthorization Act of 1986 (SARA)

Hazard categories
Not classified
Not classified

Reportable quantity

100 Ibs.

SARA 302 Extremely Hazardous Substance

None present or none present in regulated quantities.

SDS_US

10/12



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

w BD

Becton, Dickinson and
Company

BD, Franklin Lakes, NJ
07417 USA
www.bd.com

SARA 304 Emergency Release Notification

Chemical Identity Reportable quantity
Ethanol 100 Ibs.
SARA 311/312 Hazardous Chemical
Chemical Identity Threshold Planning Quantity
Ethanol 10000 Ibs

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.

16.0ther 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.
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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.
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Date Prepared: 05/10/2016 Reviewed On: 04/28/2016

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 Health =0
Flammability = 0
0 Reactivity = 0
- HMIS ratings (scale 0-4)

LM 0] Health =0
FIRE 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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Safety Data Sheet
acc. to OSHA HCS

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

Product Name: BACTEC MGIT 960 PZA Tubes

(Contd. of page 1)

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
C0O2, 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 —




)
E’;\ ad B D Page 3/8
_—— Safety Data Sheet

acc. to OSHA HCS
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Product Name: BACTEC MGIT 960 PZA Tubes

(Contd. of page 2)
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 —
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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.
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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 decompaosition 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)
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- 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)
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- Transport in bulk according to Annex Il 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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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

us —



		2022-06-09T10:41:39+0300
	Moldova
	MoldSign Signature




