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CERERE DE PARTICIPARE

Citre CENTRUL PENTRU ACHIZITII PUBLICE CENTRALIZATE IN SANATATE

Stimati domni,

Ca urmare a anuntului/invitatiei de participare/de preselectie aparut in Buletinul achizitiilor
publice si/sau Jurnalul Oficial al Uniunii Europene, nr. ocds-b3wdp1-MD-1772637677499
din 04.03.2026, privind Achizitionarea consumabilelor §i reagentilor de laborator in vederea
realizarii Programului National de raspuns la Tuberculozd, pentru anul 2026 (repetat), noi Medist
Grup SRL, am luat cunostintd de conditiile si de cerintele expuse in documentatia de atribuire si
exprimdm prin prezenta interesul de a participa, in calitate de ofertant/candidat, neavind obiectii la
documentatia de atribuire.

Data completarii 19.03.2026
Cu stima,
Ofertant/candidat
MEDIST GRUP SRL
Gabriela-Cristina Anghel

Digitally signed by Anghel Gabriela-Cristina
Date: 2026.03.19 16:39:03 EET

Reason: MoldSign Signature

Location: Moldova

MOLDOVA EUROPEANA
MEDIST Grup S.R.L.
Str. Mitropolit Gavriil Banulescu-Bodoni nr. 25 IDNO: 1018600004516
Oficiul 33, MD-2012 Chisindu, Rep. Moldova TVA: 0508191
Tel./Fax: +373 22 84 94 95 BC Victoriabank SA, Filiala nr. 26 Chisindu

E-mail: office@medist.md IBAN (MDL):MD57V1022242600000269MDL
Web: www.medist.md SWIFT: VICBMD2X469


https://mtender.gov.md/tenders/ocds-b3wdp1-MD-1772637677499

ORDI N DE PLATA NR. 62 Tip.doc. 1
DATA EM TERII: 17 nmartie 2026

PLATI Tl : 25145- 40 LEl : Douazeci si Cinci Mi Una Suta Pat:
ruzeci si Cinci, 40

PLATI TOR (R) MEDI ST GRUP SRL CODUL | BAN: MD57VI 022242600000269MDL:
CODUL FI SCAL: 1018600004516

PRESTATORUL PLATI TOR
B.C VictoriaBank S. A s.26 Chisinau

BENEFI Cl AR (R) CENTRUL PENTRU ACHI ZI TI1 P CODUL | BAN: MD23TRPCCC518430B01859AA:
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I.P. "AGENTIA SERVICII PUBLICE"
Departamentul inregistrare a unitatilor de drept (DIUD)

Extras
din Registrul de stat al persoanelor juridice
nr. 195942 din 17.12.2025

Denumirea completa: Societatea cu Raspundere Limitata "MEDIST GRUP"

Denumirea prescurtata: "MEDIST GRUP" S.R.L.

Forma juridica de organizare: Societate cu raspundere limitata

Numarul de identificare de stat si codul fiscal: 1018600004516

Data Tnregistrarii de stat: 02.02.2018

Sediu: MD-2012, str. Mitropolit Gavriil Banulescu-Bodoni 25, ap. 33, mun. Chisinau, Republica
Moldova

Genurile de activitate:

1. Comert cu ridicata al produselor farmaceutice;

2. Comert cu ridicata nespecializat;

3. Repararea echipamentelor electronice si optice;

4. Activitati de testare si analize tehnice;

5. Comert cu amanuntul al articolelor medicale si ortopedice, in magazine specializate;

Capitalul social: 373026 Lei
Administrator(i): ANGHEL GABRIELA-CRISTINA
Asociati:
1. "MEDIST IMAGING & P.O.C." S.R.L., partea sociala 6244 Euro, ce constituie 33%

2. "MEDIST LIFE SCIENCE" S.R.L., partea sociala 6244 Euro, ce constituie 33%
3. "MEDIST" S.R.L., partea sociala 6433 Euro, ce constituie 34%

Beneficiari efectivi: MANOLE IONEL, KLUMPNER CATALINA ANA, VLADESCU CARMEN,
VLADESCU SEBASTIAN-ALEXANDRU

Prezentul extras este eliberat in temeiul art. 34 al Legii nr.220/2007 privind inregistrarea de stat a
persoanelor juridice si a intreprinzatorilor individuali si confirma datele din Registrul de stat la data de
17.12.2025

Specialist coordonator
Ana Pintea
tel. 022-207891

Acest document poate contine date cu caracter personal . .
Extras din Registrul de stat al persoanelor juridice nr. 195942 din 17.12.2025 Pagina 1din1
Prezentul document este semnat electronic in conformitate cu Legea nr.124 din 19.05.2022. Verificarea

semnaturii poate fi realizata la adresa: https://msign.gov.md.
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CERTIFICAT

privind lipsa sau existenta restantelor fata de bugetul public national

Nr. 4528516 Din

NS or 17.03.2026 15:28

DATE DESPRE CONTRIBUABIL / IHOOPMALA O HANOTOMNATENbLUMKE

Codul fiscal / Numarul de identificare
durckanbHbI Ko / VAeHTUdUKALMOHHBIA HOMep

1018600004516

Denumirea
HanmeHoBaHve

Societatea cu Raspundere Limitata "MEDIST GRUP"

ATESTAREA LIPSEI SAU EXISTENTEI RESTANTELOR CONFORM DATELOR SISTEMULUI
INFORMATIONAL AUTOMATIZAT / MOATBEPXOEHWE OTCYTCBUA MU HATUYMA
3AOOMKHOCTEWM COMMACHO AAHHBIM MHDPOPMALIMOHHOW ABTOMATU3UPOBAHHON
CUCTEMBI

La data emiterii prezentului certificat restanta fata de bugetul public national constituie
Ha paTy Bblgaym gaHHOM CNpaBKM 3a0MKHOCTb NEPE HaLMOHaNbHOM NYy6ANYHBIM BIOI)KETOM COCTaBNAET

0 MDL

VALABIL PANA LA / OEVICTBUTENEH OO 01.04.2026 15:28

Prezentul document este eliberat in temeiul Art. 29, alin. (3) din Legea cu privire la registre nr. 71/2007 si in
baza datelor furnizate de Serviciul Fiscal de Stat in Portalul guvernamental integrat EVO / CnpaBka BblgaHa B
cooTBeTcBME cO CT. 29 n. (3) 3akoHa o peectpax N2 71/2007 Ha OCHOBaHUM AaHHbIX, MPEAOCTOCTaBMIEHHbIX
oCcynapCTBEHHOV HaNoroBow Cryo6om Ha VIHTerpupoBaHHbIvi MpaBuTeIbCTBEHHbIN nopTan EVO.

Generat si semnat de Portalul guvernamental integrat EVO la 17.03.2026 15:28

Prezentul certificat este semnat electronic in conformitate cu Legea nr.124 din 19.05.2022
CepTndukaT NOANMCaH 3NEKTPOHHONM MONANNCHIO B cOoTBeTCBME ¢ 3akoHOM N2 124 o1 19.05.2022

Certificatul este descarcat din Portalul guvernamental
integrat EVO (evo.gov.md) si este semnat electronic de
catre posesorul acestui portal si are aceiasi valoare juridica
ca si documentele eliberate pe suport de hartie de catre
organele cu atributii de administrare fiscala. Verificarea
autenticitatii semnaturii electronice poate fi realizatd cu
ajutorul  Serviciului  Guvernamental de  Semnatura

Electronica (msign.gov.md

CepTndukaTt ckadeH ¢ VIHTerpnupoBaHHbIA NPaBUTENbCTBEHHbIN
noptan EVO (gvo.gov.md) 1 NoAanmncaH aneKTPOHHON NMOANNCHIO
BnafeNbla noprana 1 VMeeT TaKalo e IOPUANYECKYI CUITy,
KaK W [OKYMeHTbl BbljaBaeMble Ha Oymare opraHamu
Haforosom aAMUHUCTPaLN. MpoBepky NOAJIMHOCTM
SMEKTPOHHOM MOAMNCK MOXHO OCYLEeCTBUTb C MOMOLLbIO
VIHTerpnpoBaHHbIi nNpaBUTENbCTBEHHbIN noptan EVO

(msign.gov.md)


https://evo.gov.md/acasa
https://msign.gov.md
https://evo.gov.md/acasa
https://msign.gov.md
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Prin prezentul, B.C. "EXIMBANK" S.A., Sucursala nr.20, confirma faptul detinerii de catre

compania ,MEDIST GRUP” SRL, IDNO 1018600004516, a urmatorului cont de

decontare 1n valuta MDL, activ la data de 21.03.2025:

Valuta Nr. Cont Cod IBAN

2251874012MD MD59EX0000002251874012MD

MDL

Certificatul este eliberat pentru a fi prezentat la cerere.

Coordonator,
Postu Diana

Ex.: Belecci Lilia
Tel.: 022 301-244

Banca Comerciala "EXIMBANK" S.A. Oficiul Central: Bd. Stefén cel Mare si Sfant nr. 171/1, MD-2004, mun. Chisinau.
Cod bancar/SWIFT EXMMMD22, Licenta Seria A MMII nr. 000516 eliberata de Banca Nationald a Moldovei, IDNO 1002600010273,
TVA 7800065, Capital social 1 260 000 000 lei. Membru al Fondului de Garantare a Depozitelor in Sistemul Bancar din Republica

Moldova. Membru al Grupului Bancar Intesa Sanpaolo (ltalia). Bank of @S oL0
ank of INTESA ANPA



Data prezentarii 30.05.2025 11:15:51

SITUATIILE FINANCIARE
pentru perioada 01.01.2024 - 31.12.2024

Entitatea: MEDIST GRUP S.R.L.
Cod CUIiO: 41247072
Cod IDNO: 1018600004516

Sediul:

MD:

Raionul(municipiul): 105, DDF BUIUCANI

Cod CUATM: 0120, SEC.BUIUCANI

Strada: Mitropolit Gavriil Banulescu-Bodoni nr.25 of.33

Activitatea principala: G4646, Comert cu ridicata al produselor farmaceutice

Forma de proprietate: 23, Proprietatea statelor strdine

Forma organizatorico-juridica: 530, Societdti cu rdspundere limitatd

Date de contact:

Telefon: 022849495

WEB: www.medist.md

E-mail: patalia.mutu@medist.md

Numele si coordonatele al contabilului-sef: DIl (dna) Mutu Natalia Tel. 068681147

Numarul mediu al salariatilor in perioada de gestiune: 5 persoane.

Persoanele responsabile de semnarea situatiilor financiare* Gabriela Anghel

Anexe la SNC

“Prezentarea situatiilor financiare”
Aprobat de Ministerul Finantelor
al Republicii Moldova

Unitatea de masura: leu

BILANTUL
Anexa 1
la 31.12.2024
Sold la
Nr. cpt. Indicatori Cod rd. inceputul perioadei | Sfirsitul perioadei de
de gestiune gestiune
1 2 3 5
ACTIV
A. ACTIVE IMOBILIZATE
I. Imobilizari necorporale
1. Imobilizari necorporale in curs de executie 010
2. Imobilizari necorporale in exploatare, total 020
din care:
021
2.1. concesiuni, licente si marci
2.2. drepturi de autor si titluri de protectie 022

2.3. programe informatice 023



2.4. alte imobilizdri necorporale 024
3. Fond comercial 030
4. Avansuri acordate pentru imobilizari necorporale 040
Total imobilizari necorporale 050
(rd.010 + rd.020 + rd.030 + rd.040)
I1. Imobilizari corporale
1. Imobilizari corporale in curs de executie 060
2. Terenuri 070
3. Mijloace fixe, total 080 3859991 4145923
din care:
081

3.1. cladiri
3.2. constructii speciale 082
3.3. masini, utilaje si instalatii tehnice 083 3854288 4143722
3.4. mijloace de transport 084
3.5. inventar si mobilier 085
3.6. alte mijloace fixe 086 5703 2201
4. Resurse minerale 090
5. Active biologice imobilizate 100
6. Investitii imobiliare 110
7. Avansuri acordate pentru imobilizari corporale 120 141992 0
Total imobilizari corporale
(rd.060 + rd.070 + rd.080 + rd.090 + rd.100 + 130 4001983 4145923
rd.110 + rd.120)
III1. Investitii financiare pe termen lung
1. Investitii financiare pe termen lung in parti 140
neafiliate
2. Investitii financiare pe termen lung in parti 150
afiliate, total
din care:

S S ) I 151
2.1. actiuni si cote de participatie detinute in partile
afiliate
2.2 imprumuturi acordate partilor afiliate 152
2.3 imprumuturi acordate aferente intereselor de 153
participare
2.4 alte investitii financiare 154
Total investitii financiare pe termen lung 160
(rd.140 + rd.150)
IV. Creante pe termen lung si alte active
imobilizate
1. Creante comerciale pe termen lung 170
2. Creante ale partilor afiliate pe termen lung 180
inclusiv: creante aferente intereselor de participare 181
3. Alte creante pe termen lung 190




4. Cheltuieli anticipate pe termen lung 200

5. Alte active imobilizate 210

Total creante pe termen lung si alte active

imobilizate 220

(rd.170 + rd.180 + rd.190 + rd.200 + rd.210)

ACTIVE CIRCULANTE

I. Stocuri

éhgi;eriale si obiecte de mica valoare si scurta 240 63405 32788
2. Active biologice circulante 250

3. Productia in curs de executie 260

4, Produse si marfuri 270 765931 1226919
5. Avansuri acordate pentru stocuri 280

.(I-t%t.gllgt:crlé.:IZSO + rd.260 + rd.270 + rd.280) 290 829336 1259707
I1. Creante curente si alte active circulante

1. Creante comerciale curente 300 2559140 2204438
2. Creante ale partilor afiliate curente 310

inclusiv: creante aferente intereselor de participare 311

3. Creante ale bugetului 320 991266 891719
4. Creantele ale personalului 330 300 0
5. Alte creante curente 340 1838152 1684147
6. Cheltuieli anticipate curente 350 10942 17093
7. Alte active circulante 360 27708 12417
Total creante curente si alte active circulante

(rd.300 + rd.310 + rd.320 + rd.330 + rd.340 + 370 5427508 4809814
rd.350 + rd.360)

II1. Investitii financiare curente

1. Investitii financiare curente in parti neafiliate 380

2. Investitii financiare curente in parti afiliate, total 390

din care:

2.1. actiuni si cote de participatie detinute in partile 391

afiliate

2.2. imprumuturi acordate partilor afiliate 392

2.3._Tr_nprumuturi acordate aferente intereselor de 393

participare

2.4. alte investitii financiare in parti afiliate 394

Total investitii financiare curente 400

(rd.380 + rd.390)

IV. Numerar si documente banesti 410 3229017 5589247
TOTAL ACTIVE CIRCULANTE 420 9485861 11658768

(rd.290 + rd.370 + rd.400 + rd.410)




TOTAL ACTIVE

(rd.230 + rd.420) 430 13487844 15804691
PASIV
CAPITAL PROPRIU
I. Capital social si neinregistrat
1. Capital social 440 373026 373026
2. Capital nevarsat 450
3. Capital neinregistrat 460
4. Capital retras 470
5. Pat_rimoniul primit de la stat cu drept de 480
proprietate
Fotal capital social s neinregietat ey |40
II. Prime de capital 500
II1. Rezerve
1. Capital de rezerva 510
2. Rezerve statutare 520
3. Alte rezerve 530
Total rezerve 540
(rd.510 + rd.520 + rd.530)
IV. Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 550
2. 'Profit nerepar.tizat (pierdere neacoperitd) al 560 5720650 5720650
anilor precedenti
3. PI?Ofit net (pierdere netd) al perioadei de 570 1566783
gestiune
4. Profit utilizat al perioadei de gestiune 580
(re-350 + 4,580 + 70,670 + rd.580) 590 5720650 7287433
V. Rezerve din reevaluare 600
VI. Alte elemente de capital propriu 610
TOTAL CAPITAL PROPRIU
(rd.490 + rd.500 + rd.540 + rd.590 + rd.600 + 620 6093676 7660459
rd.610)
DATORII PE TERMEN LUNG
1. Credite bancare pe termen lung 630
2. imprumuturi pe termen lung 640 1307469 376589
din care:
641
2.1. imprumuturi din emisiunea de obligatiuni
inclusiv: imprumuturi din emisiunea de obligatiuni 642
convertibile
2.2. alte imprumuturi pe termen lung 643 1307469 376589
3. Datorii comerciale pe termen lung 650 299803 258645




4. Datorii fata de partile afiliate pe termen lung 660
inclusiv: datorii aferente intereselor de participare 661
5. Avansuri primite pe termen lung 670
6. Venituri anticipate pe termen lung 680
7. Alte datorii pe termen lung 690
TOTAL DATORII PE TERMEN LUNG
(rd.630 + rd.640 + rd.650 + rd.660 + rd.670 + 700 1607272 635234
rd.680 + rd.690)
DATORII CURENTE
1. Credite bancare pe termen scurt 710
2. imprumuturi pe termen scurt, total 720 951672 1129768
din care:

721
2.1. imprumuturi din emisiunea de obligatiuni
inclusiv: Tmprumuturi din emisiunea de obligatiuni 722
convertibile
2.2. alte imprumuturi pe termen scurt 723 951672 1129768
3. Datorii comerciale curente 730 100772 17323
4. Datorii fata de partile afiliate curente 740 4692920 6298191
inclusiv: datorii aferente intereselor de participare 741
5. Avansuri primite curente 750 0 56617
6. Datorii fatd de personal 760 0 127
7. Datorii privind asigurarile sociale si medicale 770 28990 0
8. Datorii fata de buget 780 12542 6972
9. Datorii fata de proprietari 790
10. Venituri anticipate curente 800
11. Alte datorii curente 810
TOTAL DATORII CURENTE
760 + 1770 1760 # 1790 4 rB00 | 820 5786896 7508998
rd.810)
PROVIZIOANE
1. Provizioane pentru beneficiile angajatilor 830
2. Provvifioane pentru garantii acordate 840
cumparatorilor/clientilor
3. Provizioane pentru impozite 850
4. Alte provizioane 860
TOTAL PROVIZIOANE 870
(rd.830 + rd.840 + rd.850 + rd.860)
TOTALPASIVE, 620 + a0

SITUATIA DE PROFIT SI PIERDERE
de la 01.01.2024 pina la 31.12.2024
Anexa 2

Indicatori ‘ Cod rd. |

Perioada de gestiune




precedenta curenta
1 2 3 4

Venituri din vinzari, total 010 20271056 25169645
din care:

011 19719964 24721251
venituri din vinzarea produselor si marfurilor
venifu_ri din prestarea serviciilor si executarea 012 211868 74032
lucrarilor
venituri din contracte de constructie 013
venituri din contracte de leasing 014
venituri din contracte de microfinantare 015
alte venituri din vinzari 016 339224 374362
Costul vinzarilor, total 020 15060163 17842250
din care:

- TP 021 15060163 17842250

valoarea contabila a produselor si marfurilor
vindute
costul serviciilor prestate si lucrarilor executate 022
tertilor
costuri aferente contractelor de constructie 023
costuri aferente contractelor de leasing 024
costuri aferente contractelor de microfinantare 025
alte costuri aferente vinzarilor 026
Profit brut (pierdere brutd) (rd.010 - rd.020) 030 5210893 7327395
Alte venituri din activitatea operationala 040 66300 151353
Cheltuieli de distribuire 050 146520 223513
Cheltuieli administrative 060 4367490 4538666
Alte cheltuieli din activitatea operationala 070 570712 788039
Rezultatul din activitatea operationala: profit
(pierdere) (rd.030 + rd.040 - rd.050 - rd.060 - 080 192471 1928530
rd.070)
Venituri financiare, total 090 991278 1438847
din care:

091
venituri din interese de participare
inclusiv: veniturile obtinute de la partile afiliate 092
venituri din dobinzi 093
inclusiv: veniturile obtinute de la partile afiliate 094
venituri din alte investitii financiare pe termen lung 095
inclusiv: veniturile obtinute de la partile afiliate 096
venituri aferente ajustarilor de valoare privind 097
investitiile financiare pe termen lung si curente
venituri din iesirea investitiilor financiare 098
venituri aferente diferentelor de curs valutar si de 099 991278 1438847

suma




Cheltuieli financiare, total

din care:

cheltuieli privind dobinzile

inclusiv: cheltuielile aferente partilor afiliate

cheltuieli aferente ajustarilor de valoare privind
investitiile financiare pe termen lung si curente

cheltuieli aferente iesirii investitiilor financiare

cheltuieli aferente diferentelor de curs valutar si de
suma

Rezultatul: profit (pierdere) financiar(a)
(rd.090 - rd.100)

Venituri cu active imobilizate si exceptionale
Cheltuieli cu active imobilizate si exceptionale

Rezultatul din operatiuni cu active imobilizate
si exceptionale: profit (pierdere) (rd.120 -
rd.130)

Rezultatul din alte activitati: profit (pierdere)
(rd.110 + rd.140)

Profit (pierdere) pina la impozitare (rd.080 +
rd.150)

Cheltuieli privind impozitul pe venit

Profit net (pierdere netd) al perioadei de
gestiune (rd.160 - rd.170)

SITUATIA MODIFICARILOR CAPITALULUI PROPRIU

100

101

102

103

104

105

110

120

130

140

150

160

170

180

de la 01.01.2024 pina la 31.12.2024

Nr.

d/o Indicatori Cod rd
1 2 3
Capital social si neinregistrat
1. Capital social 010
2. Capital nevarsat 020
3. Capital neinregistrat 030
L |4, Capital retras 040
5. Patrimoniul primit de la stat cu 050
drept de proprietate
Total capital social si
neinregistrat 060
(rd.010 + rd.020 + rd.030 + rd.040
+ rd.050)
II. | Prime de capital 070

III. | Rezerve
1. Capital de rezerva 080

2. Rezerve statutare 090

Sold la
inceputul
perioadei de
gestiune

a4

373026

373026

Majorari

804089

804089

187189

281416

200390

81026

268215

460686

142346

318340

Diminuari

1471126

1471126

-32279

-32279

1896251
329468

1566783

Anexa 3

Sold la sfirsitul
perioadei de

gestiune
7

373026
(
)
(
)

373026



3. Alte rezerve

Total rezerve
(rd.080 + rd.090 + rd.100)

Profit (pierdere)

1. Corectii ale rezultatelor anilor
precedenti

2. Profit nerepartizat (pierdere
neacoperita) al anilor precedenti

Iv.
3. Profit net (pierdere netd) al

perioadei de gestiune

4. Profit utilizat al perioadei de
gestiune

Total profit (pierdere)

(rd.120 + rd.130 + rd.140 + rd.150)

V. | Rezerve din reevaluare

VI. | Alte elemente de capital propriu

Total capital propriu

(rd.060 + rd.070 + rd.110 + rd.160

+rd.170 + rd.180)

100

110

120 X

130 5720650

140 X 1566783

150 X ( (
) )

160 5720650 1566783

170

180

190 6093676 1566783

SITUATIA FLUXURILOR DE NUMERAR

de la 01.01.2024 pind la 31.12.2024

Perioada de gestiune

Indicatori Cod rd
precedenta
1 2 3
Fluxuri de numerar din activitatea
operationala
fncasari din vinzari 010 24793777
Plati pentru stocuri si servicii procurate 020 19703580
Plati catre angajati si organe de asigurare sociala si 030 1905611
medicala
Dobinzi platite 040 19210
Plata impozitului pe venit 050 169911
Alte incasari 060
Alte plati 070 3499117
Fluxul net due numerar din activitatea
?r?fgig?nr?gzo - rd.030 - rd.040 - rd.050 + 080 7503652
rd.060 - rd.070)
Fluxuri de numerar din activitatea de
investitii
incas&ri din vinzarea activelor imobilizate 090
Plati aferente intrarilor de active imobilizate 100
Dobinzi incasate 110
Dividende incasate 120
inclusiv: dividende incasate din strainatate 121

curenta

4

5720650

1566783

7287433

7660459

Anexa 4

27711653

19068111

1811062

35240
329468

3370499

3097273



Alte incasari (plati)

Fluxul net de numerar din activitatea de
investitii

(rd.090 - rd.100 + rd.110 + rd.120 * rd.130)
Fluxuri de numerar din activitatea financiara

Incas&ri sub form3 de credite si imprumuturi

Plati aferente rambursarii creditelor si
fmprumuturilor

Dividende platite

inclusiv: dividende platite nerezidentilor
incasé&ri din operatiuni de capital

Alte incasari (plati)

Fluxul net de numerar din activitatea
financiara

(rd.150 - rd.160 - rd.170 + rd.180 £ rd.190)

Fluxul net de numerar total
(£ rd.080 % rd.140 £ rd.200)

Diferente de curs valutar favorabile (nefavorabile)

Sold de numerar la inceputul perioadei de
gestiune

Sold de numerar la sfirsitul perioadei de
gestiune
(£ rd.210 %+ rd.220 + rd.230)

Documente atasate - Nota explicativa (fisierul pdf)

'E_T@ Nota explicativa la Situatii financiare 2024.signed.pdf

130

140

150

160

170
171
180

190

200

210

220

230

240

800000

1375308

-575308

-1078960

146394

4161583

3229017

774160

-774160

2323113

37117

3229017

5589247
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T}‘l’ MEDIST (9001 ) [ﬁ%‘ .ﬂ:CCREDITIED

SYSTEMA SYSTEMA SYSTEMA
Y Grup

VOV VY

Solutii pentru sdndtate

DECLARATIE
privind valabilitatea ofertei

Catre: CENTRUL PENTRU ACHIZITII PUBLICE CENTRALIZATE IN SANATATE

Stimati domni,

Ne angajam sa mentinem oferta valabila, privid Achizitionarea consumabilelor si reagentilor
de laborator in vederea realizarii Programului National de raspuns la Tuberculoza, pentru anul
2026 (repetat), pentru o duratd de 60 (sasezeci) zile, respectiv pand la data de 31/05/2026
(ziua/luna/anul), si ea va ramane obligatorie pentru noi si poate fi acceptatd oricand inainte de

expirarea perioadei de valabilitate.

Data completarii 19.03.2026
Cu stima,
Ofertant/candidat
MEDIST GRUP SRL
Gabriela-Cristina Anghel

MEDIST Grup S.R.L.

Str. Mitropolit Gavriil Banulescu-Bodoni nr. 25 IDNO: 1018600004516

Oficiul 33, MD-2012 Chisindu, Rep. Moldova TVA: 0508191

Tel./Fax: +373 22 84 94 95 BC Victoriabank SA, Filiala nr. 26 Chisindu
E-mail: office@medist.md IBAN (MDL):MD57V1022242600000269MDL

Web: www.medist.md SWIFT: VICBMD2X469



SYSTEMA SYSTEMA SYSTEMA pEe
Grup vV

MSCB-173
Solutii pentru sdndtate

T\( MEDIST 'ﬁ?ﬂkl 'ﬁ] [% .ACCREDITED

DECLARATIE

Subsemnata Gabriela Anghel, reprezentant imputernicit al MEDIST GRUP S.R.L, cu sediul in
mun. Chisinau, str. M.G. Banulescu-Bodoni 25, Oficiul 33, declar pe propria raspundere ca:

- termenul de valabilitate restant va constitui nu mai putin de 60% din cel initial pentru dispozitivele
medicale cu o valabilitate de 2 ani si mai mult de 80% din cel initial pentru dispozitivele medicale cu
o valabilitate de pana la 2 ani.

- livrarea produselor la destinatar se va efectua cu respectarea conditiilor de pastrare si transportare
pe tot parcursul lantului de transportare de la fabricant la beneficiar.

- mostrele (2 bucati) vor fi prezentate in termen de 10 zile de la solicitarea autoritatii contractante,
intr-o cutie pe care se va indica denumirea operatorului economic si numarul procedurii de achizitie
publica. Se va prezenta lista mostrelor incluse in cutie si numarul de lot al acestora cu scrisoare de
insotire semnata. Pe fiecare produs in parte va fi indicat numarul lotului si denumirea operatorului
economic.

- bunurile ce urmeaza a fi achizitionate sunt inregistrate in Registrul de Stat al Dispozitivelor

Medicale, mai jos dovada:

REGISTRUL DE STAT AL DISPOZITIVELOR MEDICALE

Bee[uMTe TeKCT ANA NOWCKI... |

(v)  Denumire "_/‘ Den.comerc. (%) Model ) Moy © T (v) Producatorul (v) Reprezentant (v) Ordin

|% oottt [P

| |7 ||
TEST PENTRU

DM000204983 DETERMINARE XPERT® MTB/RIF Ultra B R CEPHEID AB ~EEBTEL Rq04-000308 01-11-2024
TUBERCULOZA = EES

TEST PENTRU

DM000204984 DETERMINARE XPERT® MTB/RIF Ultra GXWWRIFULTRA Suedia CEPHEID AB :EDEST GRS Rg04-000308 01-11-2024
TUBERCULOZA
ST MEDIST GRUP
DMO00B19588 | DETERMINAREA | CEPHEID AB YPERTMTB/XDR | GXMTE/XDR-10 CEPHEID AB SRl Rg04-000110 04-04-2025
TUBERCULOZEL
Data completarii 19.03.2026 Cu stima,

Ofertant/candidat
Gabriela-Cristina Anghel

(semnatura autorizatd)

MEDIST Grup S.R.L.

Str. Mitropolit Gavriil Banulescu-Bodoni nr. 25 IDNO: 1018600004516

Oficiul 33, MD-2012 Chisinau, Rep. Moldova
Tel./Fax: +373 22 84 94 95

E-mail: office@medist.md

Web: www.medist.md

TVA: 0508191

BC Victoriabank SA, Filiala nr. 26 Chisinau
IBAN (MDL):MD57V1022242600000269MDL
SWIFT: VICBMD2X469



//Ce,oheid@

[EC DECLARATION OF CONFORMITY]

Manufacturer:
Cepheid AB
Rontgenviagen 5
SE-171 54 Solna
Sweden

Product name: Xpert® MTB/RIF Ultra

Catalogue number(s): GXMTB/RIF-ULTRA-10
GXMTB/RIF-ULTRA-50

We, the manufacturer, hereby declare, under our sole responsibility, that the product(s) stated
above conforms to Directive 98/79/EC of the European Parliament and of the Council of 27
October 1998 on in vitro diagnostic medical devices (IVDD), (LVFS 2001:7).

Product classification: General IVD (self-declared)
Conformity Assessment route: Annex III, self-declared

Signed on behalf of Cepheid AB by:

6/\,\ KKL’\/{ Juue 1, 2023

Signature Date of Issue
Lena Kirsel
Senior Manager of Regulatory Affairs

Place of Issue: Solna, Sweden

*This Declaration of Conformity (DoC) has been issued due to the addition of an additional manufacturing site. This update does not impact the
design or intended use of the device, hence the update made is not deemed a significant change according to MDCG 2022-6 and are allowable
under the IVDR (EU) 2017/746 Article 110(3) Transitional Provisions as amended by Regulation (EU) 2022/112. The DoC issued prior [IVDR
Date of Application, (DoC issued on May 24, 2022) should be used in conjunction with this DoC.




//Ce,oheid@

[EC DECLARATION OF CONFORMITY)

Manufacturer:
Cepheid AB
Rontgenvagen 5
SE-171 54 Solna
Sweden

Product name: Xpert® MTB/RIF Ultra

Catalogue number(s): GXMTB/RIF-ULTRA-10
GXMTB/RIF-ULTRA-50

We, the manufacturer, hereby declare, under our sole responsibility, that the product(s) stated
above conforms to Directive 98/79/EC of the European Parliament and of the Council of 27
October 1998 on in vitro diagnostic medical devices (IVDD), (LVFS 2001:7).

Product classification: General IVD (self-declared)
Conformity Assessment route: Annex III, self-declared

Signed on behalf of Cepheid AB by:

Q(/W K\,’\// /{//AL//} QV,ZO&Z

Signature Date of Idshe
Lena Kirsel
Senior Manager of Regulatory Affairs

Place of Issue: Solna, Sweden
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I[EC DECLARATION OF CONFORMITY|

Manufacturer:
Cepheid AB
Rontgenvagen 5
SE-171 54 Solna
Sweden

Product name: Xpert® MTB/XDR

Catalogue number(s): GXMTB/XDR-10

We, the manufacturer, hereby declare, under our sole responsibility, that the product(s) stated
above conforms to Directive 98/79/EC of the European Parliament and of the Council of 27
October 1998 on in vitro diagnostic medical devices (IVDD), (LVFES 2001:7).

Product classification: General [VD (self-declared)
Conformity Assessment route: Annex III, self-declared

Signed on behalf of Cepheid AB by:

ééwv b:—/k/// ,/\41{;’ £ 2o

Signature Date of Isshe
Lena Kirsel

Senior Manager of Regulatory Affairs

Place of Issue: Solna, Sweden




bsi.

EU Quality Management System Certificate

Regulation (EU) 2017/746, Annex IX Chapter I and III

IVDR 744859 R000

By Royal Charter

Manufacturer: Cepheid AB

Address:
Réntgenvagen 5
SE-171 54 Solna
Sweden

Single Registration Number: SE-MF-000002020

Scope: See attached Device Schedule

On the basis of our examination of the quality system in accordance with Regulation (EU) 2017/746, Annex IX
Chapter I and III, the quality system meets the requirements of the Regulation. For the placing on the market of

Class D devices, and self-test, near-patient test and companion diagnostic devices an Annex IX Chapter II certificate
is required.

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797):

C\"m‘* \\u\)swiér

Graeme Tunbridge, Senior Vice President Global Regulatory & Quality

First Issue Date: 2024-03-29 Starting Validity Date: 2024-08-06
Current Issue Date: 2024-08-06 Expiry Date: 2029-03-28

..making excellence a habit’

Page 1 of 3

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80

Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



bsi.

By Royal Charter

EU Quality Management System Certificate

Regulation (EU) 2017/746, Annex IX Chapter I and III

IVDR 744859 R000

Device Schedule: Class D, C and B devices

Class D devices

Intended purpose

Xpert® HBV Viral Load

See IVDR 745676

Xpert® HCV Viral Load

See IVDR 745679

Xpert® HIV-1 Viral Load XC

See IVDR 745674

Class D near-patient test devices

Intended purpose

Xpert® HIV-1 Qual XC

See IVDR 745677

Xpert® HCV VL Fingerstick

See IVDR 745675

Class C devices near-patient test devices

Intended purpose

Xpert® MTB/RIF Ultra (NPT)

See IVDR 744865

Xpert® CT/NG (NPT)

See IVDR 745360

Xpert® Xpress GBS

See IVDR 793827

Class C devices

Intended purpose

WO0105 - Infectious Immunology

IVP 3011 - In vitro diagnostic devices which require knowledge regarding
molecular biological testing including nucleic acid assays and next
generation sequencing (NGS)

Nucleic Acid devices intended to be used for
detection of infectious agents, including sexually
transmitted diseases, and screening of cervical
cancer.

Class B devices

Intended purpose

IVR0503 - Devices intended to be used to determine the presence of, or
exposure to an infectious agent including sexually transmitted agents.

Nucleic acid devices intended to be used for
qualitative detection and/or identification of
infectious agents

First Issue Date: 2024-03-29
Current Issue Date: 2024-08-06

Starting Validity Date: 2024-08-06
Expiry Date: 2029-03-28
..making excellence a habit’

Page 2 of 3

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated

through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.

A Member of the BSI Group of Companies.



bsi.

EU Quality Management System Certificate

Regulation (EU) 2017/746, Annex IX Chapter I and III

»;m%\
By Royal Charter

IVDR 744859 R000

Certificate History

Date Reference Number Action
2024-03-29 3390342 Issued
Current 30204517 Supplemented — addition/certification of Class B device

categories IVR 0503
Supplemented — addition/certification of 3 Class C NPT
devices (IVR 0503):

1. Xpert® MTB/RIF Ultra

2. Xpert®CT/NG

3.  Xpert®Xpress GBS

Supplemented — addition of further devices to generic
device group Class C W0105 + IVP 3011.

First Issue Date: 2024-03-29 Starting Validity Date: 2024-08-06
Current Issue Date: 2024-08-06 Expiry Date: 2029-03-28

..making excellence a habit’

Page 3 of 3

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



WHO list of Prequalified In Vitro Diagnostic Products

Product Name Manufacturer Name VD Category
capheid - ity - . -
Displaying: 1-%aof 9 & Duwnioad list as CSV file
WHO
Product Product Lgaay Manufacturer Year
Product name Code [n] Format Regulatory Version e Pathogen/Dieeazaidarker pregualification
Xpert HCW Viral Losd with GHHCW-WL DRE0-070 MNAT Diirective 98 TWEC: Capheid AB HCW 2m7
Genslpert Dx, Genelpert CE-10 00 [Mudeic Product design
Infinity-48s, snd GeneXper mad lesting) | examination cerlificate,
Mifirity-80 Annex V.4
Xpert HOW VL Fingerstick GNHCV-FS 0453-070 MNAT Directive 9S8THEC: Cepheid AB HEW 2022
CE-10 i) (Mudeic Product design
wod lesting) | examination cerlificabe,
Annex V.4
Xpert HIv-1 Qual XC GHHI-DA DE52-070 AT Directive SBTHEC: Carpheid AB HIW 2024
XC-CE-10 el (Mudeic Froduct design
wdd lesting) | examination cerlificate,
Annex V.4
ert HIv-1 Quant with GEHHI-VL 0183-070 AT Directive SBTHEC: Carpheid AB HIW 2017
GensXpert Instrument CE-10 00 [Mudeic Product design
Systems | GeneXpert knfinity- wod lesting) | examination cerlificabe,
48] Annex V.4
Hpert HIv-1 Quant with ENHMN-VL 0184-070 MNAT Directive 9S8THEC: Cerpheid AB HIV 2017
Genspert instrurment CE-10 0o [Mudeic Product design
Systems | GeneXpert Wnfinity- wad lesting) | examination cerlificate,
48] Annex V.4
eert HIV-1 Quant with GXHMN-VL 0185070 AT Diresctive 9BTWEC: Capheid AB HIV 2017
Gepedpert Instrurment CE-10 i) (mMucleic Product dasign
Systems [ GeneXpert kfinitye- mad lesting) | examination carlificate,
an) Annmx V4
Hpert HIV-1 Viral Load 5C GEXHRL DELA-070 MAT Diresctive 9BTWEC: Capheid AB HIV 2024
X¥C-CE-10 ] GPCR Product design
examination cerlificate,
Anmex V.4
¥pert HEWV EHHEE D266-070 MAT Diiresclive 9BTWEC: Capheid AB HPW 2m7
CE-10 i) [Mucleic Froduct design
wod lesting) | examination certificate,
Annex V.4
Xpert WMTERIF Ultra GXMTE 10265 MAT Re=t-af-World Capheid AR Mycobactenum tubsrculosis 2024
ULTRA-HE 0Fo-0 [Mudeic complex (MTEC)
10 waid lesting)
GXHMTE
ULTRA-HB




bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

By Royal Charter

This is to certify that: Cepheid
904 Caribbean Drive
Sunnyvale
California
94089
USA

Holds Certificate Number: MD 774674

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

Design, Development, Manufacture and Distribution of Nucleic Acid Test Kits and Reagents
used for Monitoring and Patient Management. Design, Development, Service, Installation,

Distribution and Refurbishment of Analyzers, Control of Manufacture of Analyzers used for
Monitoring and Patient Management.

Transfer from: LRQA Limited

Certificate identity number: 10454286

For and on behalf of BSI: q‘n-c\*-&— \\Lvds\*\ér

Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2022-08-02 Effective Date: 2022-08-02
Latest Revision Date: 2022-08-02 Expiry Date: 2024-12-18
Page: 1 of 4

RUNS
MGEMT.S
RUAC 1

S

I ..making excellence a habit”

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact:
BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands | Tel: +31 20 3460 780
BSI Group The Netherlands B.V. is registered in The Netherlands under number 33264284 | A Member of the BSI Group Holdings B.V.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+774674&ReIssueDate=02%2f08%2f2022&Template=uk

Certificate No: MD 774674

Location Registered Activities

Cepheid Design, Development, Manufacture and Distribution of

904 Caribbean Drive Nucleic Acid Test Kits and Reagents used for Monitoring and

Sunnyvale Patient Management. Design, Development, Service,

California Installation, Distribution and Refurbishment of Analyzers,

94089 Control of Manufacture of Analyzers used for Monitoring and
Patient Management.

USA

Cepheid Distribution of in-vitro diagnostics and Analyzers used for

632 Caribbean Drive Monitoring and Patient Management.

Sunnyvale

California

94089

USA

Cepheid Service and Support, General Administration of in-vitro

1339 Moffet Park Drive diagnostics and Analyzers used for Monitoring and Patient

Sunnyvale Management.

California

94089

USA

Cepheid Design and Development of in-vitro diagnostics and Analyzers

1327 Chesapeake Terrace used for Monitoring and Patient Management.

Sunnyvale

California

94089

USA

Cepheid Design and Development of in-vitro diagnostics and Analyzers

1315 Chesapeake Terrace used for Monitoring and Patient Management.

Sunnyvale

California

94089

USA

Cepheid Manufacture of in-vitro diagnostics used for Monitoring and

918 Caribbean Drive Patient Management.

Sunnyvale

California

94089

USA

Original Registration Date: 2022-08-02
Latest Revision Date: 2022-08-02

Effective Date: 2022-08-02
Expiry Date: 2024-12-18

Page: 2 of 4

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact:

BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands | Tel: +31 20 3460 780
BSI Group The Netherlands B.V. is registered in The Netherlands under number 33264284 | A Member of the BSI Group Holdings B.V.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+774674&ReIssueDate=02%2f08%2f2022&Template=uk

Certificate No: MD 774674

Location

Registered Activities

Cepheid

1324 Chesapeake Terrace
Sunnyvale

California

94089

USA

Design and Development, Purchasing, General Administration
of in-vitro diagnostics and Analyzers used for Monitoring and
Patient Management.

Cepheid

7000 Gateway Blvd.
Newark

California

94560

USA

Manufacture of in-vitro diagnostics used for Monitoring and
Patient Management.

Cepheid

6601 Overlake PI.
Newark
California

94560

USA

Manufacture of in-vitro diagnostics used for Monitoring and
Patient Management.

Cepheid

44509 Pacific Commons Blvd.

Fremont
California
94538
USA

Distribution of in-vitro diagnostics and Analyzers used for
Monitoring and Patient Management.

Cepheid AB
Rontgenvagen 5
SE-171 54 Solna
Sweden

Design, Development, Manufacture and Distribution of
Nucleic Acid Test Kits and Reagents used for Monitoring and
Patient Management.

Cepheid
Matarvagen 45

196 37 Kungsdngen
Sweden

Distribution of in-vitro Diagnostics used for Monitoring and
Patient Management.

Cepheid

225 North Guild Avenue
Lodi

California

95240

USA

Original Registration Date: 2022-08-02
Latest Revision Date: 2022-08-02

Manufacture of Plastic Components used for Monitoring and
Patient Management

Effective Date: 2022-08-02
Expiry Date: 2024-12-18

Page: 3 of 4

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact:

BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands | Tel: +31 20 3460 780
BSI Group The Netherlands B.V. is registered in The Netherlands under number 33264284 | A Member of the BSI Group Holdings B.V.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+774674&ReIssueDate=02%2f08%2f2022&Template=uk

Certificate No: MD 774674

Location Registered Activities

Cepheid Manufacture of in-vitro diagnostics used for Monitoring and
121 N Guild Ave. Patient Management.

Lodi

California

95240

USA

Cepheid Manufacture of Plastic Components used for Monitoring and

850 East Thurman Road
Lodi

California

95240

USA

Original Registration Date: 2022-08-02
Latest Revision Date: 2022-08-02

Patient Management

Effective Date: 2022-08-02
Expiry Date: 2024-12-18

Page: 4 of 4

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact:

BSI Group The Netherlands B.V., John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands | Tel: +31 20 3460 780
BSI Group The Netherlands B.V. is registered in The Netherlands under number 33264284 | A Member of the BSI Group Holdings B.V.
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Xpert.

d By CEPHEID INNOVATION

Xpert® MTB/RIF Ultra

REF| GXMTB/RIF-ULTRA-10
REF| GXMTB/RIF-ULTRA-50

Instructions for Use
IVD| C€

/ . 301-5987, Rev. M
/ Ceph el d ® In Vitro Diagnostic Medical Device May 2023



Trademark, Patents and Copyright Statements

Cepheid®, the Cepheid logo, GeneXpert®, and Xpert®™ are trademarks of Cepheid, registered in the U.S. and other countries.
All other trademarks are the property of their respective owners.

THE PURCHASE OF THIS PRODUCT CONVEYS TO THE BUYER THE NON-TRANSFERABLE RIGHT TO USE IT
IN ACCORDANCE WITH THESE INSTRUCTIONS FOR USE. NO OTHER RIGHTS ARE CONVEYED EXPRESSLY,
BY IMPLICATION OR BY ESTOPPEL. FURTHERMORE, NO RIGHTS FOR RESALE ARE CONFERRED WITH THE
PURCHASE OF THIS PRODUCT.

© 2017-2023 Cepheid.

See Section 21, Revision History for a description of changes.



Xpert® MTB/RIF Ultra

For In Vitro Diagnostic Use

1 Proprietary Name

Xpert® MTB/RIF Ultra

2 Common or Usual Name

Xpert MTB/RIF Ultra

3 Intended Use

The Xpert MTB/RIF Ultra test, performed on the GeneXpert® Instrument Systems is a semi-quantitative, nested real-

time polymerase chain reaction (PCR) in vitro diagnostic test for the detection of Mycobacterium tuberculosis (MTB)
complex DNA in unprocessed sputum samples or concentrated sediments prepared from induced or expectorated sputum. In
specimens where Mycobacterium tuberculosis complex is detected, the Xpert MTB/RIF Ultra test can also detect rifampin-
resistance associated mutations of the rpoB gene.

The Xpert MTB/RIF Ultra test is intended for use with specimens from patients for whom there is clinical suspicion of
tuberculosis (TB) and who have received no antituberculosis therapy, or less than 3 days of therapy in the last 6 months.
This test is intended as an aid in the diagnosis of pulmonary tuberculosis when used in conjunction with clinical and other
laboratory findings.

4 Summary and Explanation

Globally, about 1.7 billion people are infected with MTB.! In 2018, 10.0 million people developed active disease, and 1.45
million people lost their lives to the illness.2 The route of transmission of pulmonary TB is through the air, which makes
this a highly transmissible disease. Given the infectious nature of pulmonary TB, fast and accurate diagnosis is an important
element of TB treatment and control.

Treatment involves prolonged administration of multiple drugs and is usually highly effective. However, M. tuberculosis
strains may become resistant to one or more of the drugs, making cure much more difficult to achieve. Four common first-
line drugs used in anti-tuberculosis therapy are isoniazid (INH), rifampin (also known as rifampicin, RIF), ethambutol
(EMB), and pyrazinamide (PZA). As documented by World Health Organization, RIF resistance is rarely encountered by
itself, and usually indicates resistance to a number of other anti-TB drugs.3 It is most commonly seen in multi-drug resistant
(MDR-TB) strains (defined as resistant to both RIF and INH) and has a reported frequency of greater than 95% in such
isolates.45-6 Resistance to RIF or other first-line drugs usually indicates the need for full susceptibility testing, including
testing against second-line agents.

Molecular detection of TB and rpoB gene mutations associated with RIF resistance greatly reduces the time to diagnosis of
both drug-susceptible and MDR tuberculosis. With the Xpert MTB/RIF Ultra test, this can be accomplished in unprocessed
sputum samples and in prepared sediments in less than 80 minutes. The rapid detection of MTB and RIF resistance allows
the physician to make critical patient management decisions regarding therapy during a single medical encounter.
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5 Principle of the Procedure

The GeneXpert Instrument Systems integrate and automate sample processing, nucleic acid amplification, and detection of
the target sequences in simple or complex samples using real-time PCR and melt peak detection. The system consists of an
instrument, personal computer, barcode scanner, and preloaded software for running tests on patient samples and viewing
the results. The system requires the use of single-use disposable GeneXpert cartridges that hold the PCR reagents and host
the PCR process. Because the cartridges are self-contained, cross-contamination between samples is minimized. For a full
description of the system, see the GeneXpert Dx System Operator Manual, GeneXpert Edge System Users Guide , or the
GeneXpert Infinity System Operator Manual.

Xpert MTB/RIF Ultra test includes reagents for the detection of MTB and RIF resistance and a sample processing control
(SPC) to control for adequate processing of the target bacteria and to monitor for the presence of inhibitor(s) in the PCR
reaction and subsequent melt peak detection. The Probe Check Control (PCC) verifies reagent rehydration, PCR tube filling
in the cartridge, probe integrity, and dye stability.

The primers in the Xpert MTB/RIF Ultra test amplify a portion of the 7poB gene containing the 81 base pair “core” region
and portions of the multi-copy S1081 and 56110 insertion elements target sequences. The melt analysis with four rpoB
probes is able to differentiate between the conserved wild-type sequence and mutations in the core region that are associated
with RIF resistance. The two insertion element probes enhance the detection of Mycobacterium tuberculosis complex due to
the multi-copy insertion element target sequences in most TB strains.

6 Reagents and Instruments

6.1 Materials Provided

The Xpert MTB/RIF Ultra test kits contain sufficient reagents to process 10 samples or 50 samples. The kits contain the
following:

Xpert MTB/RIF Ultra Cartridges with Integrated 10 per kit 50 per kit

Reaction Tubes

e Bead 1 and Bead 2 (freeze-dried) 2 of each per cartridge 2 of each per cartridge
e Bead 3 (freeze-dried) 1 of each per cartridge 1 of each per cartridge
e Reagent 1 4 mL per cartridge 4 mL per cartridge

e Reagent 2 4 mL per cartridge 4 mL per cartridge
Sample Reagent Bottles 10 50

e Sample Reagent 8 mL per bottle 8 mL per bottle
Disposable Transfer Pipettes 12 per kit 60 per kit

CD 1 per kit 1 per kit

e Assay Definition Files (ADF)
e |Instructions to import ADF into software
e Instructions for Use (Package Insert)

Sample Reagent (SR) can be colorless to yellow to amber. Color may intensify with time, but color has no effect on
performance.

Safety Data Sheets (SDS) are available at www.cepheid.com or www.cepheidinternational.com under the SUPPORT
tab.

The bovine serum albumin (BSA) in the beads within this product was produced and manufactured exclusively from
bovine plasma sourced in the United States. No ruminant protein or other animal protein was fed to the animals; the
animals passed ante- and post-mortem testing. During processing, there was no mixing of the material with other
animal materials.

The transfer pipettes have a single mark representing the minimum volume of treated sample necessary to transfer to
the cartridge. Use only for this purpose. All other pipettes must be provided by the laboratory.
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6.2 Storage and Handling

Store the Xpert MTB/RIF Ultra test cartridges at 2-28 °C.
Do not open a cartridge lid until you are ready to perform testing.
Do not use reagents or cartridges that have passed the expiration date.

Materials Required but Not Provided

GeneXpert Dx System, GeneXpert Infinity System or GeneXpert Edge System (catalog number varies by configuration):
GeneXpert instrument, computer with proprietary GeneXpert Software Version 4.7b or higher (GeneXpert Dx System),
Xpertise™ 6.4b or higher (GeneXpert Infinity System), GeneXpert Edge Software Version 1.0 (GeneXpert Edge
System), barcode scanner, and operator manual

Printer: If a printer is required, contact Cepheid Sales Representative to arrange for the purchase of a recommended
printer.

Leak-proof, sterile screw-capped collection containers

Disposable gloves

Labels and/or indelible labeling marker

Sterile pipettes for sample processing

8 Warnings, Precautions, and Chemical Hazards

8.1 Warnings and Precautions

Treat all biological specimens, including used cartridges, as if capable of transmitting infectious agents. Because

it is often impossible to know which might be infectious, all biological specimens should be treated with standard
precautions. Guidelines for specimen handling are available from the U.S. Centers for Disease Control and Prevention’
and the Clinical and Laboratory Standards Institute.

Wear protective disposable gloves, laboratory coats and eye protection when handling samples and reagents. Wash hands
thoroughly after handling samples and test reagents.

Follow your institution's safety procedures for working with chemicals and handling biological samples.

Do not substitute Xpert MTB/RIF Ultra test reagents with other reagents.

Do not open the Xpert MTB/RIF Ultra test cartridge lid except when adding treated sample.

Do not use a cartridge that has been dropped after removing it from the kit.

Do not use a cartridge that has been dropped or shaken or has spilled contents of cartridge after you have added the
treated sample. Shaking or dropping the cartridge after opening the lid may yield false or non-determinate results.

Do not place the Sample ID label on the cartridge lid or on the bar code label.

Do not use a cartridge if it appears wet or if the lid seal appears to have been broken.

Do not use a cartridge that has a damaged reaction tube.

When processing more than one sample at a time, open only one cartridge; add the Sample Reagent-treated sample and
close the cartridge lid before processing the next sample. Change gloves between samples.

Each Xpert MTB/RIF Ultra test cartridge is used to process one test. Do not reuse processed cartridges.

Good laboratory practices should be followed, and gloves should be changed between handling each patient specimen
in order to avoid contamination of specimens or reagents. Regularly clean the work surface/areas with 10% bleach then
wipe the surface again with 70% ethanol or isopropyl alcohol before and after processing specimens.

Biological specimens, transfer devices, and used cartridges should be considered capable of transmitting infectious
agents requiring standard precautions. Follow your institution’s environmental waste procedures for proper disposal of
used cartridges and unused reagents. These materials may exhibit characteristics of chemical hazardous waste requiring
specific national or regional disposal procedures. If national or regional regulations do not provide clear direction on
proper disposal, biological specimens and used cartridges should be disposed per WHO [World Health Organization]
medical waste handling and disposal guidelines.
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8.2 Chemical Hazards®:10

Sample Reagent

Contains Isopropyl Alcohol
Contains Sodium Hydroxide
Signal Word: DANGER

UN GHS Hazard Pictograms: <&'> @

UN GHS Hazard Statements

Flammable liquid and vapour

Causes severe skin burns and eye damage.

Causes serious eye damage.

Suspected of causing genetic defects.

Suspected of damaging fertility or the unborn child.

May cause damage to organs through prolonged or repeated exposure.

Precautionary Statements
Prevention

e Obtain special instructions before use.

e Do not handle until all safety precautions have been read and understood.

e Keep away from heat, sparks, open flames and/or hot surfaces. No smoking.

e Keep container tightly closed.

e Do not breath mists, vapours, and/or spray.

e Wash thoroughly after handling.

e Wear protective gloves/protective clothing/eye protection/face protection.

e Use personal protective equipment as required.

Response

e In case of fire: Use appropriate media for extinction.

e |F INHALED: Remove victim to fresh air and keep at rest in a position comfortable for breathing.

e Immediately call a POISON CENTER or doctor/physician.

e [F ON SKIN (or hair): Take off immediately all contaminated clothing. Rinse skin with water/shower.
e Wash contaminated clothing before reuse.

e Specific treatment, see supplemental first aid information.

e [F IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if present and easy to do.

Continue rinsing.

IF SWALLOWED: Rinse mouth. DO NOT induce vomiting.
IF exposed or concerned: Get medical advice/attention.

Get medical advice/attention if you feel unwell.

Storage/Disposal

Dispose of content and/or container in accordance with local, regional, national, and/or international regulations.

9 Specimen Collection, Transport and Storage

Specimen Collection

Follow your institution’s protocol for sample collection.

Collect sputum or aerosol-induced sputum following your institution’s standard procedures. Test unprocessed sputum or
concentrated/decontaminated sputum sediment. See table below to determine adequate specimen volume.
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Table 1. Required Specimen Volume

Specimen Tvoe Minimum Volume Maximum Sample to Sample

P yp for One Test sample volume Reagent (SR) Ratio
Sputum sediment 0.5mL 2.5mL 132
Unprocessed sputum 1mL 4.0 mL 1:2

a 1:2 sample to SR ratio should be used with sample volume of 0.7 mL or greater for one test.

Storage and Transport
Sputum sediment: Store resuspended sediment at 2 — 8 °C for up to seven days.

Unprocessed sputum: Transport and store sputum at at 2 — 8 °C before processing whenever possible. If necessary,
unprocessed sputum specimens can be stored at a maximum of 35 °C for up to three days and then at 2 — 8 °C for an
additional seven days.

10 Assay Procedure

10.1 Procedure for Decontaminated, Concentrated Sputum Sediments

Note Reject specimens with obvious food particles or other solid particulates.

Volume Requirements: Sputum sediments prepared according to the method of Kent and Kubica!! and re-suspended in 67
mM Phosphate/H,O buffer) can be tested using the Xpert MTB/RIF Ultra test. After resuspension, keep at least 0.5 mL of
the resuspended sediment for the Xpert MTB/RIF Ultra test. For all volumes less than 0.7 mL perform steps 1-6. These
steps require 3 parts Sample Reagent (SR) to 1 part sediment in order to generate adequate volume (~2 mL) for the optimum
performance of the assay.

If the sample volume is equal to or greater than 0.7 mL, adequate test volume can be produced by adding 2 parts SR to 1 part
sediment. In this example 1.4 mL of SR would be added to 0.7 mL sediment. These volumes scale at a ratio of 2 parts SR to
1 part sediment.

1. Bring the cartridge to room temperature. Label each Xpert MTB/RIF Ultra test cartridge with the Sample ID. See Figure
1.

Write on the side of the cartridge or affix an ID label. Do not put the label on the lid of the cartridge or over the existing

Note 2D barcode on the cartridge.

2. Mix the sediment by vortexing or use a pipette to aspirate and eject the material enough times to assure that all organisms
are in suspension.

3. Transfer 0.5 mL of the total resuspended pellet to a conical, screw-capped tube for the Xpert MTB/RIF Ultra test using a
transfer pipette.

Store re-suspended sediments at 2 to 8°C if they are not immediately processed. Do not run the Xpert MTB/RIF Ultra

Note test on a resuspended sediment that has been refrigerated for > 7 days.

4. Transfer 1.5 mL of Xpert MTB/RIF Ultra Sample Reagent (SR) to 0.5 mL of resuspended sediment using a transfer
pipette. Tighten cap securely.

5. Shake vigorously 10 to 20 times or vortex for at least 10 seconds.

Note One back-and-forth-movement is a single shake.

6. Incubate for 10 minutes at room temperature, and then shake the specimen vigorously 10 to 20 times or vortex for at least
10 seconds.

7. Incubate the sample at room temperature for an additional 5 minutes.
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10.2 Procedure for Unprocessed Sputum

Volume Requirement: > 1 mL of unprocessed sputum is required.

1. Bring the cartridge to room temperature. Label each Xpert MTB/RIF Ultra test cartridge with the Sample ID. See Figure
1.

Write on the side of the cartridge or affix an ID label. Do not put the label on the lid of the cartridge or over the existing

Note 2D barcode on the cartridge.

Figure 1. Writing on the Cartridge with a Permanent Marking Pen

2. After receiving the sample in a leak-proof sputum collection container, carefully open the lid of the sputum collection
container and examine the contents to be sure there are no food particles or other solid particles.

Note Reject specimens with obvious food particles or other solid particulates.

Figure 2. Opening the Sample Container
3. Pour approximately 2 times the volume of the SR into the sputum (2:1 dilution, SR:sputum).

Note Discard the leftover SR and the bottle in a chemical waste container.
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Figure 3. Example of 2:1 Dilution (8 mL SR:4 mL Sputum)

3 mL line

Figure 4. Example of 2:1 Dilution (2 mL SR:1 mL Sputum)

4. Replace and secure the lid. Shake vigorously 10 to 20 times or vortex for at least 10 seconds.

Note One back-and-forth-movement is a single shake.

5. Incubate the sample for 10 minutes at room temperature.

6. Shake the specimen vigorously 10 to 20 times or vortex for at least 10 seconds. Incubate the sample at room temperature
for an additional 5 minutes.

Note Ensure that the specimen is liquefied completely. If specimen is not liquefied, repeat this step.

10.3 Preparing the Cartridge

When using the GeneXpert Dx System or GeneXpert Edge System, start the test within 4 hours of adding the sample
to the cartridge. Once the sample is added to the cartridge, the cartridge should remain at room temperature prior to

Note starting the test within four hours. If using a GeneXpert Infinity System, be sure to start the test and put the cartridge on
the conveyor within 30 minutes of adding the Sample Reagent-treated sample to the cartridge. Remaining shelf-life is
tracked by the Xpertise Software so that tests are run prior to the 4-hour onboard expiration.
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1. Open the cartridge lid, and then open the sample container.

2. Using the provided transfer pipette, aspirate the liquefied sample to just above the line on the pipette. See Figure 5. Do
not process the sample further if there is insufficient volume.

line on pipette

Figure 5. Aspirating to the Line on the Pipette

3. Transfer the sample into the sample chamber of the Xpert MTB/RIF Ultra cartridge. Dispense the sample slowly to
minimize the risk of aerosol formation. See Figure 6.

Figure 6. Dispensing Decontaminated Liquefied Sample into the Sample Chamber of the Cartridge

4. Close the cartridge lid firmly. Remaining liquefied sample may be kept for up to 4 hours at 2 to 8 °C in case retesting is
required.
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Note
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11 Running the Test

e For the GeneXpert Dx System, see Section 11.1.
e For the GeneXpert Edge System, see Section 11.2.
e For the GeneXpert Infinity System, see Section 11.3.

11.1 GeneXpert Dx System

11.1.1 Starting the Test

Before you start the test, make sure that:

o The system is running the correct GeneXpert Dx software version shown in section - Materials Required but Not Provided.

o The correct assay definition file is imported into the software.

This section lists the basic steps for running the test. For detailed instructions, see the GeneXpert Dx System Operator
Manual.

The steps you follow can be different if the system administrator changed the default workflow of the system.

1.  Turn on the GeneXpert Dx System, then turn on the computer and log on. The GeneXpert software will launch
automatically. If it does not, double-click the GeneXpert Dx software shortcut icon on the Windows® desktop.

Log on using your username and password.
In the GeneXpert System window, click Create Test.
The Create Test window displays. The Scan Patient ID barcode dialog box displays.
4.  Scan or type in the Patient ID. If typing the Patient ID, make sure the Patient ID is typed correctly.
The Patient ID is associated with the test results and displays in the View Results window and all the reports. The
Scan Sample ID barcode dialog box displays.
5. Scan or type in the Sample ID. If typing the Sample ID, make sure the Sample ID is typed correctly.
The Sample ID is associated with the test results and displays in the View Results window and all the reports. The
Scan Cartridge Barcode dialog box displays.

6.  Scan the barcode on the cartridge. Using the barcode information, the software automatically fills the boxes for the
following fields: Select Assay, Reagent Lot ID, Cartridge SN, and Expiration Date.

If the barcode on the cartridge does not scan, then repeat the test with a new cartridge. If you have scanned the
cartridge barcode in the software and the assay definition file is not available, a screen displays indicating the assay
definition file is not loaded on the system. If this screen displays, contact Cepheid Technical Support.

Click Start Test. In the dialog box that displays, type your password, if required.
Open the instrument module door with the blinking green light and load the cartridge.
Close the door. The test starts and the green light stops blinking.
When the test is finished, the light turns off.
10. Wait until the system releases the door lock before opening the module door, then remove the cartridge.

11. Dispose of the used cartridges in the appropriate specimen waste containers according to your institution's standard
practices.

11.1.2 Viewing and Printing Results

This section lists the basic steps for viewing and printing results. For more detailed instructions on how to view and print the
results, see the GeneXpert Dx System Operator Manual.
1. Click the View Results icon to view results.

2. Upon completion of the test, click the Report button of the View Results window to view and/or generate a PDF
report file.
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11.2 GeneXpert Edge System

(May not be available in all countries)

11.2.1 Starting a New Test
An additional test may be started after the first is in progress.
1. Touch the HOME button.
The Home screen displays the module in use as slightly grey and with the notation that data collection is in progress.
2. Touch the RUN NEW TEST button, and proceed with the new test following the steps in Starting the Test.

3. After the second test is in progress, touch the HOME button.
The status of both tests appears. When a test is complete, the icon text changes to Data collection complete, and a
check mark appears on the icon.

4. Touch the Data collection complete icon to show the Remove Cartridge screen. Follow the instructions on the
screen to remove the cartridge.

11.2.2 Viewing and Printing Results

This section lists the basic steps for viewing and printing results. For more detailed instructions on how to view and print the
results, see the GeneXpert Edge System User’s Guide.

If reporting results using a LIS, confirm that LIS results match system results for the patient ID field; if results conflict,

Note report the system results only.

1. Touch the VIEW PREVIOUS TESTS button on the Home screen.

2. On the Select Test screen, select the test by either touching the test name or using the arrows to select the test.

11.3 GeneXpert Infinity System

11.3.1 Starting the Test

Before you start the test, make sure that:

Important e The system is running the correct Xpertise software version shown in section - Materials Required but Not Provided.

o The correct assay definition file is imported into the software.

This section lists the basic steps for running the test. For detailed instructions, see the GeneXpert Infinity System Operator

Manual.

Note The steps you follow can be different if the system administrator changed the default workflow of the system.

1. Power up the instrument. The Xpertise software will launch automatically. If it does not, double-click the Xpertise
software shortcut icon on the Windows® desktop.
Log on to the computer, then log on to the GeneXpert Xpertise software using your user name and password.
In the Xpertise Software Home workspace, click Orders and in the Orders workspace, click Order Test.
The Order Test - Patient ID workspace displays.

4. Scan or type in the Patient ID. If typing the Patient ID, make sure the Patient ID is typed correctly.
The Patient ID is associated with the test results and displays in the View Results window and all the reports.

5. Enter any additional information required by your institution, and click the CONTINUE button.
The Order Test - Sample ID workspace displays.

6. Scan or type in the Sample ID. If typing the Sample ID, make sure the Sample ID is typed correctly.
The Sample ID is associated with the test results and displays in the View Results window and all the reports.

7.  Click the CONTINUE button.
The Order Test - Assay workspace displays.

8.  Scan the barcode on the cartridge. Using the barcode information, the software automatically fills the boxes for the
following fields: Select Assay, Reagent Lot ID, Cartridge SN, and Expiration Date.
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Note

If the barcode on the cartridge does not scan, then repeat the test with a new cartridge. If you have scanned the
cartridge barcode in the software and the assay definition file is not available, a screen displays indicating the assay
definition file is not loaded on the system. If this screen displays, contact Cepheid Technical Support.

After the cartridge is scanned, the Order Test - Test Information workspace displays.

9.  Verify that the information is correct, and click Submit. In the dialog box that displays, type your password, if
required.

10. Place the cartridge on the conveyor belt.
The cartridge automatically loads, the test runs, and the used cartridge are placed into the waste container.

11.3.2 Viewing and Printing Results

This section lists the basic steps for viewing and printing results. For more detailed instructions on how to view and print the
results, see the GeneXpert Infinity System Operator Manual.
1. In the Xpertise Software Home workspace, click the RESULTS icon. The Results menu displays.

2. In the Results menu, select the VIEW RESULTS button. The View Results workspace displays showing the test
results.

3. Click the REPORT button to view and/or generate a PDF report file.

12 Quality Control

Each test includes a Sample Processing Control (SPC) and a Probe Check Control (PCC).

Sample Processing Control (SPC)

Ensures the sample was processed correctly. The SPC contains non-infectious spores in the form of a dry spore cake that
is included in each cartridge to verify adequate processing of MTB. The SPC verifies that lysis of MTB has occurred if
the organisms are present and verifies that specimen processing is adequate. Additionally, this control detects specimen-
associated inhibition of the real-time PCR assay.

The SPC should be positive in a negative sample and can be negative or positive in a positive sample. The SPC passes if it
meets the validated acceptance criteria. The test result will be "Invalid" if the SPC is not detected in a negative test.

Probe Check Control (PCC)

Before the start of the PCR reaction, the Xpert MTB/RIF Ultra test measures the fluorescence signal from the probes to
monitor bead rehydration, reaction tube filling, probe integrity, and dye stability. The PCC passes if it meets the assigned
acceptance criteria.

13 Interpretation of Results

The GeneXpert Instrument System generates the results from measured fluorescent signals and embedded calculation
algorithms. The results can be seen in the View Results window. See Figure 7, Figure 8, Figure 9, Figure 10, Figure 11,
and Figure 12 for specific examples, and see Table 3 for a list of all possible results.
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Figure 7. MTB DETECTED MEDIUM; RIF Resistance DETECTED (GeneXpert Dx Detailed User View)

Figure 8. MTB DETECTED MEDIUM; RIF Resistance NOT DETECTED (GeneXpert Dx Detailed User View)

Figure 9. MTB NOT DETECTED (GeneXpert Dx Detailed User View)
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Patient/Sample ID Cartridge S/N

6319-2PUHPILOT020 681696130

Assay
pert MTB-RIF Ultra
Result Start Time
11/06/19 13:11:15

MTB DETECTED LOW;

RIF Resistance DETECTED o

Test Disclaimer
For In Vitro Diagnostic Use Only.

Figure 10. MTB DETECTED LOW; RIF Resistance DETECTED (GeneXpert Edge)

Patient/Sample ID Cartridge S/N

PUHPILOT06 681696113

Assay

pert MTB-RIF Ultra

MTB DETECTED LOW; e T
RIF Resistance NOT DETECTED "~

Test Disclaimer

For In Vitro

Figure 11. MTB DETECTED LOW; RIF Resistance NOT DETECTED (GeneXpert Edge)

Patient/Sample ID Cartridge S/N

PUHPILOTO05 681696136

Assay
pert MTB-RIF Ultra
Result Start Time
24/05/19 10:39:43

MTB NOT DETECTED User Name

<None>

Test Disclaimer

ForIn Vi

Figure 12. MTB NOT DETECTED (GeneXpert Edge)
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Table 2. Xpert MTB/RIF Ultra Test Results and Interpretation

Result Interpretation

MTB DETECTED
HIGH; RIF Resistance
DETECTED e A mutation in the rpoB gene target sequence has been detected.

e SPC: NA (not applicable). An SPC signal is not required because MTB

amplification can compete with this control.
e Probe Check: PASS. All probe check results pass.

The MTB target is present within the sample:

MTB DETECTED
MEDIUM; RIF
Resistance DETECTED

MTB DETECTED
LOW; RIF Resistance
DETECTED

MTB DETECTED
VERY LOW; RIF
Resistance DETECTED

MTB DETECTED
HIGH; RIF Resistance
NOT DETECTED e No mutation in the rpoB gene target sequence has been detected.
SPC: NA (not applicable). An SPC signal is not required because MTB
amplification can compete with this control.
e Probe Check: PASS. All probe check results pass.

The MTB target is present within the sample:

MTB DETECTED
MEDIUM; RIF Resistance
NOT DETECTED

MTB DETECTED
LOW; RIF Resistance
NOT DETECTED

MTB DETECTED VERY
LOW; RIF Resistance
NOT DETECTED

MTB DETECTED
HIGH; RIF Resistance
INDETERMINATE o RIF resistance could not be determined due to invalid melt peaks.
e SPC: NA (not applicable). An SPC signal is not required because MTB
amplification can compete with this control.
e Probe Check: PASS. All probe check results pass.

The MTB target is present within the sample:

MTB DETECTED
MEDIUM; RIF Resistance
INDETERMINATE

MTB DETECTED
LOW:; RIF Resistance
INDETERMINATE

MTB DETECTED VERY
LOW; RIF Resistance
INDETERMINATE

MTB Trace DETECTED;
RIF Resistance
INDETERMINATE e RIF resistance cannot be determined due to insufficient signal detection.

SPC: NA (not applicable). An SPC signal is not required because MTB
amplification can compete with this control.

e Probe Check: PASS. All probe check results pass.

The MTB target is present within the sample:

MTB NOT DETECTED | The MTB target is not detected within the sample:

e SPC: PASS. The SPC met the acceptance criteria.
o Probe Check: PASS. All probe check results pass.
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Result Interpretation

INVALID

The presence or absence of MTB cannot be determined. The SPC does not
meet the acceptance criteria, the sample was not properly processed, or
PCR was inhibited. Repeat the test. See the Retest Procedure section of this
document.

e MTB INVALID: The presence or absence of MTB DNA cannot be
determined.

e SPC: FAIL. The MTB target result is negative, and the SPC Ct is not within
valid range.
e Probe Check: PASS. All probe check results pass.

ERROR The presence or absence of MTB cannot be determined. Repeat the test.

See the Retest Procedure section of this document.

e MTB: NO RESULT

e SPC: NO RESULT

e Probe Check: FAIL. All or one of the probe check results failed.

If the probe check passed, the error is caused by a system component

Note failure.

NO RESULT The presence or absence of MTB cannot be determined. Repeat the test.

See the Retest Procedure section of this document. A NO RESULT indicates
that insufficient data were collected. For example, the operator stopped a test
that was in progress.

e MTB: NO RESULT
e SPC: NO RESULT
e Probe Check: NA (not applicable)

Table 3. Xpert MTB/RIF Ultra: All Possible Results

TB Results RIF Results
MTB DETECTED HIGH RIF Resistance DETECTED
MTB DETECTED HIGH RIF Resistance NOT DETECTED
MTB DETECTED HIGH RIF Resistance INDETERMINATE
MTB DETECTED MEDIUM RIF Resistance DETECTED

MTB DETECTED MEDIUM RIF Resistance NOT DETECTED

MTB DETECTED MEDIUM

RIF Resistance INDETERMINATE
MTB DETECTED LOW RIF Resistance DETECTED

MTB DETECTED LOW RIF Resistance NOT DETECTED
MTB DETECTED LOW RIF Resistance INDETERMINATE
MTB DETECTED VERY LOW RIF Resistance DETECTED

MTB DETECTED VERY LOW RIF Resistance NOT DETECTED
MTB DETECTED VERY LOW RIF Resistance INDETERMINATE

MTB Tracea DETECTED RIF Resistance INDETERMINATE

MTB NOT DETECTED
INVALID
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TB Results RIF Results

NO RESULT

a A Trace result call means that low levels of MTB are detected but no RIF resistant result is detected. This occurs due to the
increased sensitivity of TB detection using multi-copy targets 1S6110 and IS1081 as opposed to RIF resistance detection using the
single copy rpoB gene. Therefore a RIF resistant or susceptible result cannot be determined in a Trace sample. The Trace sample
is always RIF Resistance INDETERMINATE.

13.1 Reasons to Repeat the Assay
Repeat the test using a new cartridge if one of the following test results occurs.

An INVALID result indicates that the SPC failed. The sample was not properly processed or PCR is inhibited.
An ERROR result indicates that the PCC failed and the assay was aborted possibly due to the reaction tube being filled
improperly, a reagent probe integrity problem was detected, because the maximum pressure limits were exceeded, or a
GeneXpert module failed.

e A NO RESULT indicates that insufficient data were collected. For example, the operator stopped a test that was in
progress.

13.2 Retest Procedure

If you have leftover fresh sputum or reconstituted sediment, always use new SR to decontaminate and liquefy the sputum or
the sediment before running the assay. See Section 10 or Procedure for Unprocessed Sputum.

If you have a sufficient leftover SR-treated sample and are within 4 hours of the initial addition of SR to the sample, you can
use the leftover sample to prepare and process a new cartridge. When retesting, always use a new cartridge and start the test
immediately. See Section 10.3.

14 Limitations

Because the detection of MTB is dependent on the number of organisms present in the sample, reliable results are dependent
on proper sample collection, handling, and storage. Erroneous test results might occur from improper sample collection,
handling or storage, technical error, sample mix-up, or an insufficient concentration of starting material. Careful compliance
to the instructions for use is necessary to avoid erroneous results.

Those individuals with results of MTB Trace DETECTED may require further clinical information and consideration of
their clinical context for TB treatment decisions in some settings.

A positive test result does not necessarily indicate the presence of viable organisms. It is, however, presumptive for the
presence of MTB and Rifampin resistance.

Mutations or polymorphisms in primer or probe binding regions may affect detection of new or unknown MDR-MTB or
rifampin resistant strains resulting in a false rifampin-sensitive result.

The Xpert MTB/RIF Ultra test performance has not been evaluated in patients less than eighteen years of age.

The Xpert MTB/RIF Ultra test does not provide confirmation of rifampin susceptibility since mechanisms of rifampin
resistance other than those detected by this device may exist that may be associated with a lack of clinical response to
treatment.

Specimens that have both MTB-complex DNA and rifampin-resistance associated mutations of the 7poB gene detected by
the Xpert MTB/RIF Ultra test should be considered for additional drug susceptibility testing.

The performance of the Xpert MTB/RIF Ultra test is dependent on operator proficiency and adherence to assay procedures.
Assay procedural errors may cause false positive or false negative results. All device operators should have appropriate
device training.
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15 Clinical Performance

15.1 Clinical Study Design

The performance characteristics of the Xpert MTB/RIF Ultra test were evaluated for the detection of MTB-complex DNA
and for the detection of RIF-resistance associated mutations in sputum specimens relative to results from culture (solid and/
or liquid media) and drug susceptibility testing (DST), respectively. This multi-center study used prospective and archived
direct (raw) sputum or concentrated sediment specimens collected from subjects 18 years or older. Subjects included
pulmonary TB suspects on no TB treatment or less than 3 days of treatment within 6 months of the study start (TB suspects)
as well as previously TB treated subjects who were suspected of multi-drug resistant TB (MDR TB suspects). The study
was conducted worldwide (Belarus, Brazil, China, Georgia, Germany, India, Italy, Kenya, Peru, South Africa, Uganda,
Vietnam and the United States). The sensitivity and specificity of the Xpert MTB/RIF Ultra test for MTB detection were
evaluated using data from only the TB suspects; whereas the data from the MDR TB suspects were combined to evaluate the
performance of RIF resistance.

The specimens came from study subjects, 61% male (n=1111), 35% female (n=648); for 4% (n=76) gender was unknown.
They were from geographically diverse regions: 12% (n=217) were from the US (California, New York and Florida) and
88% (n=1618) were from countries outside the US (Belarus, Brazil, China, Georgia, Germany, India, Italy, South Africa,
Kenya, Peru, Vietnam and Uganda). Of the 1835 specimens, 1228 were prospectively collected and 607 were from frozen
archived specimen banks.

15.2 Xpert MTB/RIF Ultra Test Performance vs. MTB Culture

Up to three sputum specimens were collected from each study subject for use in the clinical study. For prospective
specimens, the first sputum specimen was tested by the Xpert MTB/RIF Ultra test and the second two specimens were
used for TB culture. For archived specimens, culture results were available from the standard of care method and Xpert
MTB/RIF Ultra test was performed using the first specimen with sufficient volume. If the assay result was non-determinate
(ERROR, INVALID or NO RESULT), the specimen was retested if there was sufficient volume. Overall, 1.0% of tested
samples from eligible subjects (19/1854; 95% CI: 0.7, 1.6) were non-determinate. The acid fast bacilli (AFB) smear status
for a subject was determined by Auramine-O (AO) fluorescent or Ziehl-Neelsen (ZN) smear stain from the specimen with
the corresponding Xpert MTB/RIF Ultra test result. The MTB culture status for all subjects was defined based on the MTB
culture result of all specimens collected within a seven day period for that subject.

The performance of the Xpert MTB/RIF Ultra test for detection of MTB relative to MTB culture, stratified by AFB smear
status, is shown in the table below. The sensitivity in smear positive and smear negative specimens was 99.5% (426/428),
95% CI: 98.3, 99.9 and 73.3% (200/273), 95% CI: 67.7, 78.2, respectively. The overall specificity of the Xpert MTB/RIF
Ultra test regardless of AFB smear was 95.5% (1222/1280), 95% CI: 94.2, 96.5. See tables below.

Table 4. Xpert MTB/RIF Ultra Test Performance vs. MTB Culture

Smear/Culture

Positive Negative

Total
AFB Overall Overall
Smear+ |AFBSMear-i o iire+ Culture -
MTB a
DETECTED 426 200 630 58 688
Xpert MTB/
MTB NOT
RIF Ultra DETECTED 2 73 75 1222 1297
Total 428 273 705 1280 1985
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Smear/Culture

Positive Negative
AFB Overall Total
Smear+ |AFBSMear-| . e+ Culture -

Performance in Smear Positive: Sensitivity: 99.5% (426/428), 95% CI: 98.3, 99.9
Performance in Smear Negative: Sensitivity: 73.3% (200/273), 95% CI: 67.7, 78.2
Performance Overall: Sensitivity: 89.4% (630/705), 95% CIl: 86.9, 91.4

Specificity: 95.5% (1222/1280), 95% Cl: 94.2, 96.5

a Smear results were not available for 4 culture positive specimens.

The performance of the Xpert MTB/RIF Ultra test for detection of MTB relative to MTB culture, stratified by Non-US vs.
US sites is shown in the table below. Among 1985 specimens, there were 1768 specimens from Non-US sites and 217 from

US sites.
Table 5. Xpert MTB/RIF Ultra Test vs. MTB Culture by Non-US vs. US Sites
Non-US us
Percent Percent
N N
95% ClI) 95% ClI)
itivi 99.5% 100.0%
Sensttvity 380/382 ° 46/46 °
mear Fos (98.1,99.9) (92.3, 100)
. 73.5% 71.4%
g;':':'my 180/245 ° 20/28 °
9 (67.6, 78.6) (52.9, 84.7)
. 89.4% 89.2%
Overall Sensitivity 564/6312 66/74
(86.7, 91.6) (80.1, 94.4)
. 95.0% 99.3%
Overall Specificity 1080/1137 142/143
(93.6, 96.1) (96.1, 99.9)

a Smear results were not available for 4 culture positive specimens.

15.3 Xpert MTB/RIF Ultra Test Performance vs Culture by Smear Type

The performance of the Xpert MTB/RIF Ultra test for detection of MTB was determined relative to MTB culture in

specimens with AFB smear performed by AO and ZN. Results are shown in the table below. Among 1985 specimens, there
were 1810 specimens with AO smears and 175 with ZN smears.
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Table 6. Performance of Xpert MTB/RIF Ultra Test vs. MTB Culture
by Auramine O (AO) and Ziehl-Neelsen (ZN) Staining Methods

Auramine O Method Ziehl-Neelsen Method
Percent Percent
N N
(95% Cl) (95% Cl)
itivi 99.5% 100%
g‘e"s't';'ty 386/388 ° 40/40 °
mear Fos (98.1,99.9) (91.2, 100)
itivi 69.9% 87.0%
:e“s't';'ty 153/219 ° 47/54 °
mear Neg (63.5, 75.6) (75.6, 93.6)
. 88.9% 92.6%
Overall Sensitivity 543/611° 87/94
(86.1,91.1) (85.4, 96.3)
. 95.5% 95.1%
Overall Specificity 1145/1199 77/81
(94.2, 96.5) (88.0, 98.1)

a Smear results were not available for 4 culture positive specimens.

15.4 Xpert MTB/RIF Ultra Test Performance vs. Culture by Specimen Type

The performance of the Xpert MTB/RIF Ultra test for detection of MTB was determined relative to MTB culture in
unprocessed sputum and concentrated sputum sediment specimens. Results are shown in the table below. Among 1985
specimens, there were 1543 unprocessed sputum specimens and 442 concentrated sputum sediment specimens.

Table 7. Xpert MTB/RIF Ultra Test vs. MTB Culture by Specimen Type

Direct Sputum Sputum Sediments
N % (95% Cl) N % (95% Cl)
itivi 99.7% 99.0%
Senstivity 323/324 ° 103/104 °
mear Fos (98.3, 99.9) (94.8, 99.8)
T 73.4% 72.7%
ge“s'“m“y 168/229 ° 32/44 °
mear Neg (67.3,78.7) (58.2, 83.7)
o 88.9% 91.2%
Overall Sensitivity 495/557° 135/148
(86.0, 91.2) (85.6, 94.8)
. 95.0% 96.9%
Overall Specificity 937/986 285/294
(93.5, 96.2) (94.3, 98.4)

a Smear results were not available for 4 culture positive specimens.

15.5 Xpert MTB/RIF Ultra Test Performance vs. Drug Susceptibility Testing for

RIF

MTB positive culture isolates were tested for drug susceptibility (DST) to rifampin using the agar proportion method with

Middlebrook or Lowenstein-Jensen media, the Thermo Scientific Sensititre" Mycobacterium tuberculosis MIC Plate or the
BD BACTEC™ MGIT"™ 960 SIRE assay. The performance of the Xpert MTB/RIF Ultra test for detection of RIF-resistance

associated mutations was determined relative to the DST results of the MTB culture isolates.
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Results for the detection of RIF resistance associated mutations are reported by the Xpert MTB/RIF Ultra test only when
the rpoB gene sequence of MTB-complex was detected by the device. The performance of RIF susceptibility/resistance
are reported in the table below. Specimens with DST not done, MTB NOT DETECTED and MTB DETECTED;

RIF Resistance INDETERMINATE were excluded from the analysis. Sixty-three (63) of 67 specimens with RIF
indeterminate results were MTB Trace DETECTED; RIF Resistance INDETERMINATE.

Table 8. Xpert MTB/RIF Ultra Test Performance vs. DST

Drug Susceptibility Test

RIF Resistant RIF Susceptible Total

MTB DETECTED;
RIF Resistance 128 122 140

DETECTED
Xpert MTB/

RIF Ultra MTB DETECTED;
RIF Resistance 5° 314 319

NOT DETECTED
Total 133 326 459
Sensitivity: 96.2% (128/133), 95% ClI: 91.5, 98.4
Specificity: 96.3% (314/326), 95% CI: 93.7, 97.9

a Discrepant sequencing results: 11 of 12 RIF resistant, 1 of 12 not available.
b Discrepant sequencing results: 4 of 5 RIF susceptible, 1 of 5 not available.

15.6 Xpert MTB/RIF Ultra Test Performance vs. the Xpert MTB/RIF Assay

One thousand five hundred ninety-four (1594) specimens were tested by both the Xpert MTB/RIF Ultra test and the
Xpert MTB/RIF Assay. The overall percent agreement between the assays was 96.5% [(1538/1594) 95% CI: 95.5, 97.3].
The positive percent agreement and the negative percent agreement were 99.2% [(491/495) 95% CI: 97.9, 99.7] and
95.3%[(1047/1099) 95% CI: 93.8, 96.4], respectively.

15.7 Reproducibility

The reproducibility of the Xpert MTB/RIF Ultra test was evaluated at three sites using a panel of specimens comprised of
MTB rifampin susceptible and resistant strains. The MTB positive specimens were prepared in simulated sputum matrix

at low (~1X LoD) and moderate (2-3X LoD) concentrations. A negative panel member that consisted of simulated sputum
matrix was also included. The panel of five samples were tested on six different days by two different operators two times
per day at each of three sites (240 tests at each site = 2 operators x 6 days x 2 replicates x 2 runs per day). Three reagent kit
lots of the Xpert MTB/RIF Ultra tests were used in the study. The percent agreement for each panel member is presented by
site in Table 9.

Table 9. Summary of Reproducibility Results — Agreement by Study Site/Instrument

Sample Site 1 Site 2 Site 3 (Infinity-90) % Total
(GeneXpert Dx) (GeneXpert Dx) Agreement
by Sample

Negative 98% (47/48) 100% (48/48) 100% (48/48) 99.3%(143/144)

MTB Low Positive, 96% (46/48) 96% (46/48) 98% (47/48) 96.5%(139/144)

RIF Resistant

MTB Moderate 100% (48/48) 100% (48/48) 100%(48/48) 100% (144/144)

Positive,

RIF Resistant
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RIF Sensitive

Sample Site 1 Site 2 Site 3 (Infinity-90) % Total
(GeneXpert Dx) (GeneXpert Dx) Agreement
by Sample
MTB Low Positive, 100% (48/48) 100% (48/48) 98% (47/48) 99.3%(143/144)

MTB Moderate
Positive,

RIF Sensitive

100% (47/47)

100% (48/48)

100%(48/48)

100% (143/143)

The reproducibility of the Xpert MTB/RIF Ultra test was also evaluated in terms of the fluorescence signal expressed in
cycle threshold (Ct) values for each target detected. The mean, standard deviation (SD), and coefficient of variation (CV)
between- site, between- day, between-operator and within-run components for each panel member are presented in Table 10.
A run is defined as the four samples per panel member tested by one operator at one site on one day.

16 Analytical Performance Characteristics

Table 10. Summary of Reproducibility Data

Variance
Mean Between sites BetweenLot Between day Between WithinRun/ Total
Sample N ct Operator Assay

cv cv cv cv cv cv

ol l el !l || el |

Negative spcot | 144 257 | 000 | 00 | 030 [ 11 | 000 | 00 | 070 | 28 | 140 | 55 | 160 | 63

ICCt 144 200 | 000 | 00 [ 020 | 11 | 000 | 00 | 040 | 20 | 090 | 46 | 100 | 5.1

rpo1C 141 310 | 000 | 00 | 050 | 16 | 000 | 00 | 060 | 20 | 220 | 72 | 240 | 77

MTB Low Positive, RIF 1p02C 141 208 | 020 [ 07 [ 040 [ 14 [ 000 [ 00 [oso [ 25 [ 210 [ 714 [ 230 [ 77

Resistant

rpo3C 139 338 | 020 | o6 | 060 | 19 | 000 | 00 | 070 [ 20 | 200 | 59 20 6.5

rpo4C 141 304 | 080 | 25 | 050 | 17 | 000 | 00 | 080 | 25 | 250 | 84 | 280 | 92

ICCt 144 184 | 030 | 14 | 000 | 00 | 010 | 05 | 010 | 03 | 070 | 37 | o080 | 41

rpo1C 143 283 | 040 | 15 [ 000 | 00 | 050 | 1.8 | 000 | 00 | 180 | 64 | 190 | 68

MTB Moderate Positive, rpo2C 144 272 | 050 | 18 | 000 | 0o | 050 | 18 | 000 | 00 | 18 | 67 | 190 | 7.
RIF Resistant

rpo3C 143 31.1 010 | 04 | 000 [ 00 | 050 [ 16 | 000 | 00 | 170 | 56 | 180 | 58

rpo4C 144 272 | 080 | 31 [ 000 | 00 | 070 | 24 | 000 | 00 | 220 | 80 | 240 | s9

ICCt 143 237 | 000 | 00 [ 020 | o6 | 040 | 16 | 000 | 00 | 170 | 74 | 180 | 76

rpo1C 130 302 | 010 | 03 | 000 | 00 | 090 [ 30 | 000 [ 00 | 260 | 84 | 270 | 90

MTB Low Positive, RIF rpo2C 130 203 | 000 | 00 [ 000 | 0o | 080 | 26 | 000 | 00 | 240 | 81 | 250 | 85

Sensitive

rpo3C 130 315 | 000 | 00 | 000 | 00 | 080 | 26 | 020 | 07 | 230 | 74 | 250 | 78

rpodC 120 36.1 030 | 09 | 040 | 11 [ 000 | 00 | 050 | 14 | 210 | 57 | 220 | 61

ICCt 143 218 | 010 | 06 [ 000 | 00 | 020 | 114 | 000 | 00 | 120 | 54 | 120 | 55

rpo1C 142 276 | 020 | 07 [ 000 | 00 | 030 | 12 | 000 | 00 | 200 | 72 | 200 | 7.3

MTB Moderate Positive, 1po2C 141 267 | 000 | 00 | 040 | 14 | 000 | 00 | 010 ] 02 [ 160 | 59 | 160 | 6.1
RIF Sensitive

rpo3C 141 289 | 000 | 00 [ 030 | 11 | 000 | 00 | 050 | 17 | 170 | 57 | 170 | 60

rpo4C 140 339 | 070 | 20 | 060 | 1.7 | 000 | 00 | 000 [ 00 | 200 | 59 | 220 | 65
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16.1 Interfering Substances

A study was performed in artificial sputum matrix to assess the effects of potential interfering substances with the Xpert
MTB/RIF Ultra test. A total of 32 potentially interfering substances were evaluated. Potentially endogenous interfering
substances may include, but are not limited, to blood, pus (white blood cells), cells from the respiratory tract, mucin, human
DNA, and gastric acid from the stomach. Other potentially interfering substances may include anesthetics, antibiotics,
antibacterial, anti-tuberculosis drugs, anti-viral drugs, bronchodilators, inhaled bronchodilators, live intranasal influenza
virus vaccine, germicidal mouthwash, specimen processing reagents, Pneumocystis jiroveci medication, homeopathic allergy
relief medications, nasal corticosteroids, nasal gels, nasal sprays, oral anesthetics, oral expectorants, neutralizing buffers,
and tobacco. These substances are listed in Table 11 with active ingredients and concentrations tested shown. Positive and
negative samples were included in this study. Positive samples were tested near at 3 times the analytical limit of detection
using BCG cells in replicates of 8. Negative samples, comprised of the substance absent the MTB strain, were tested per

substance in replicates of 8 to determine the effect on the performance of the sample processing control (SPC).

No inhibitory effect was observed for any of the 32 potentially interfering substances tested (Table 11).

Table 11. Interfering Substances

Substance

Description/Active Ingredient

Concentration Tested

Blood

Blood (human)

5% (vIv)

Germicidal Mouthwash

Chlorhexidine gluconate (0.12%),
20% solution

20% (v/v)

Specimen Processing Reagents

Cetylpyridinium chloride, 1% in
2% NacCl

0.5% (v/v) in 1% NaCl

Specimen Processing Reagents

Cetylpyridinium chloride, 1% in
2% NALC

0.5% (v/v) in 1% NALC

Specimen Processing Reagents

Cetylpyridinium chloride, 1% in
2% NALC plus 25 mM Citrate

0.5% (v/v) in 1% NALC plus 12.5
mM Citrate

Gastric Acid

pH 3 to 4 solution in water,
neutralized with sodium
bicarbonate

100% (v/v)

Human DNA/Cells

HELA 229

106 cells/mL

Antimycotic; Antibiotic

Nystatin oral suspension, 20%

20% (VIV)

White Blood Cells (human)

WBC/Pus matrix (30% buffy coat;
30% plasma; 40% PBS)

100% (v/v)

Anesthetics (endotracheal
intubation)

Lidocaine HCI 4%

30% (v/v)

Nebulizing solutions

NaCl 5% (w/v)

5% (w/v)

Mucin

Mucin 5% (w/v)

5% (w/v)

Antibacterial, systemic

Levofloxacin 25 mg/mL

5 mg/mL (w/v)

Nasal corticosteroids

Fluticasone 500 mcg/spray

5 pg/mL (wiv)

Inhaled bronchodilators

Albuterol Sulfate 2.5 mg/3 mL

75 pg/mL (w/v)

Oral anesthetics

Orajel (20% Benzocaine)

5% (wiv)

Anti-viral drugs

Acyclovir, IV 50 mg/mL

50 pg/mL (w/v)

Antibiotic, nasal ointment

Neosporin (400U Bacitracin, 3.5
mg Neomycin, 5000U Polymyxin
B)

5% (w/v)

Tobacco

Nicogel (40% tobacco extract)

0.5% (w/v)

Anti-tuberculosis drugs

Streptomycin 1 mg/mL

25 pg/mL (w/iv)
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Substance

Description/Active Ingredient

Concentration Tested

Anti-tuberculosis drugs

Ethambutol 1 mg/mL

50 pg/mL (w/v)

Anti-tuberculosis drugs

Isoniazid 1 mg/mL

50 pg/mL (w/v)

Oral expectorants

Guaifenesin (400mg/tablet)

5 mg/mL (w/v)

Anti-tuberculosis drugs

Pyrazinamide 10 mg/mL

10 pg/mL (w/v)

Nasal gel (Homeopathic)

Zicam gel

50% (w/v)

Nasal spray

Phenylephrine 0.5%

1% (wiv)

Anti-tuberculosis drugs

Rifampicin 1 mg/mL

25 pg/mL (w/v)

Allergy relief medicine
(Homeopathic)

Tea tree oil (<5% Cineole, >35%
Terpinen- 4-01)

0.5% (wiv)

Live intranasal influenza virus
vaccine

Live influenza virus vaccine
FluMist

5% (w/v)

Pneumocystis jiroveci medication

Pentamidine

300 ng/mL (w/v)

Bronchodilator

Epinephrine (injectable
formulation)

1 mg/mL (w/v)

Anti-tuberculosis drugs

Amoxicillin

25 pg/mL (w/v)

16.2 Analytical Sensitivity (Limit of Detection)

Studies were performed to determine the analytical sensitivity or Limit of Detection (LoD) of the Xpert MTB/RIF Ultra
test using Mycobacterium tuberculosis strain H37Rv and Mycobacterium bovis BCG (Bacille Calmette-Guerin) diluted in

human sputum and human sputum sediment. An MTB positive result is based on the detection of the IS1081/IS6110 targets.

Studies were also performed to determine the analytical sensitivity or Limit of Detection of the Xpert MTB/RIF Ultra test
for detection of RIF resistance using a well characterized clinical Mycobacterium tuberculosis rifampin-resistant strain
(TDR125) bearing a D516V mutation in the 81-base pair “core” region of the rpoB gene diluted in human sputum and

human sputum sediment.

The LoD is the lowest concentration reported in CFU/mL that can be reproducibly distinguished from negative samples with

95% confidence. Replicates of at least 20 for two strains were evaluated at five to eight concentrations over 3 days and the

LoD was determined using probit analysis. The claimed LoD are summarized in the table below.
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Table 12. Probit Analysis Data and Claimed LoD in CFU/mL

Mycobacteria species Specimen Type Claimed LoD
Sputum 30
M. bovis (BCG)
Sputum Sediment 21
Sputum 12
M. tuberculosis (H37Rv)
Sputum Sediment 25

Table 13. Probit Analysis Data and Claimed RIF Resistance LoD in CFU/mL

Mycobacteria species Specimen Type Claimed LoD
Sputum 1093
M. tuberculosis (TDR125) -
Sputum Sediment 4000

16.3 Analytical Specificity (Exclusivity)

Cultures of 30 nontuberculous mycobacteria (NTM) strains were tested with the Xpert MTB/RIF Ultra test. Three replicates

of each isolate were spiked into buffer and tested at a concentration of >107 CFU/mL. See Table 14.

Table 14. NTM Strains Tested for Specificity

Mycobacterium avium subsp. avium

Mycobacterium scrofulaceum

Mycobacterium celatum

Mycobacterium simiae

Mycobacterium chelonae

Mycobacterium szulgai

Mycobacterium gordonae

Mycobacterium thermoresistibile

Mycobacterium haemophilum

Mycobacterium triviale

Mycobacterium abscessus

Mycobacterium vaccae

Mycobacterium asiaticum

Mycobacterium xenopi

Mycobacterium flavescens

Mycobacterium smegmatis

Mycobacterium fortuitum subsp. fortuitum

Mycobacterium interjectum

Mycobacterium gastri

Mycobacterium peregrinum

Mycobacterium genavense

Mycobacterium mucogenicum

Mycobacterium intracellulare

Mycobacterium goodii

Mycobacterium kansasii

Mycobacterium shimodei

Mycobacterium malmoense

Mycobacterium phlei

Mycobacterium marinum

Mycobacterium terrae

Under the conditions of the study, all of the NTM isolates were reported as MTB NOT DETECTED. Positive and negative
controls were included in the study. The specificity was 100%.

Additionally, in order to determine if high concentrations of NTM would interfere with the detection of low levels (3X
LoD), of TB, six representative strains of the strains listed in Table 14 were mixed with the TB strain H37Rv and with M.
bovis in sputum to a final concentration of 106 CFU/mL NTM and 36 CFU/mL M. tuberculosis H37Rv and 90 CFU/mL of
M.bovis respectively.

NTM strains tested for ability to interfere with TB (H37Rv) detected included:
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M. abscessus, ATCC 19977

M. avium National Jewish Hospital clinical isolates

M. celatum, National Jewish Hospital clinical isolates

M. kansasii, ATCC 12478

M. gordonae, ATCC 14470

M. intracellulare, National Jewish Hospital clinical isolates

The tested NTM strains did not interfere with the detection of 36 CFU/mL of M. tuberculosis (H37Rv) nor 90 CFU/mL of
M.bovis; thus, the signals were the same as when H37Rv was tested alone.

16.4 Species/Strains Tested for Specificity

The following microorganisms including Gram-negative bacteria, Gram-positive bacteria, fungal organisms, viruses and
yeast were tested for false positivity in the Xpert MTB/RIF Ultra test. The replicates of each isolate were spiked onto buffer
and tested at a concentration of >107 CFU/mL (bacteria and fungal strains) or >10¢ copies/mL (genomic DNA for bacteria
and fungi) and >105 TCIDsq /mL (virus strains).

Table 15. Species and Strains

Acinetobacter baumannii Klebsiella pneumoniae Respiratory Syncytial Virus

Type B

Aspergillus fumigatus Moraxella catarrhalis Rhinovirus

Candida albicans Neisseria meningitidis Staphylococcus aureus

Chlamydophila pneumoniae Neisseria mucosa Staphylococcus epidermidis

Citrobacter freundii Nocardia asteroides Stenotrophomonas maltophilia

Corynebacterium xerosis

Parainfluenza Virus Type 1

Streptococcus agalactiae

Coronavirus

Parainfluenza Virus Type 2

Streptococcus mitis

Enterobacter cloacae

Parainfluenza Virus Type 3

Streptococcus mutans

Escherichia coli

Pseudomonas aeruginosa

Streptococcus pneumoniae

Haemophilus influenzae

Respiratory Syncytial Virus

Streptococcus pyogenes

Type A

Human metapneumovirus
(hMPV) 16 Type A1

Under the conditions of the study, all of the microorganisms tested were reported as MTB NOT DETECTED. Positive and
negative controls were included in the study. The specificity was 100%.

16.5 Analytical Inclusivity

Thirty-seven MTB-complex strains consisting of 16 rifampin-susceptible strains with a wild-type rpoB core region and

21 rifampin-resistant strains were tested using the Xpert MTB/RIF Ultra test. DNA samples from a total of 37 MTB

strains were tested on the GeneXpert using an Xpert MTB/RIF Ultra protocol modified for DNA testing. The final reaction
components and PCR cycling conditions were unchanged from the protocol designed for patient sample testing. Twelve

of the strains were from the WHO/TDR collection and 6 from the laboratory collection at Rutgers University. Collectively
these strains represent isolates from 8 countries and contained 21 RIF-resistant isolates comprised of single, double and one
triple rpoB core region mutations. The samples were tested by adding 100 uL of the DNA sample to the lysate chamber

of the cartridge. The negative reactions used buffer as the sample. The assay correctly identified all 16 wild-type strains
and correctly identified rifampin resistance in 18 of 21 strains resistant to rifampin with mutations in the rpoB core region.
Indeterminate rifampin results were obtained for 3 mutant strains. M. caprae and M.pinnipedii were not evaluated as a part
of this study.
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16.6 Analytical Inactivation of Mycobacteria in Sputum Samples

The disinfection capability of the Xpert MTB/RIF Ultra sample reagent was determined using a standardized quantitative
tuberculocidal culture method.!2 Samples of sputum were spiked with a high concentration of viable M. bovis, mixed with
sample reagent at a ratio of 2:1, and incubated for 15 minutes. Following incubation the sample reagent/sputum mixture was
neutralized by dilution and filtration and then cultured. The viability of the M. bovis organisms from the treated sputum was
reduced by at least 6 logs relative to the un-treated control.

Each laboratory must determine the effectiveness of the sample reagent disinfection properties using their own standardized
methods and must adhere to recommended biosafety regulations.
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18 Cepheid Headquarters Locations

Corporate Headquarters

Cepheid

904 Caribbean Drive
Sunnyvale, CA 94089
USA

Telephone: + 1 408 541 4191
Fax: + 1408 541 4192
www.cepheid.com

European Headquarters

Cepheid Europe SAS
Vira Solelh

81470 Maurens-Scopont
France

Telephone: + 33 563 825 300
Fax: + 33 563 825 301
www.cepheidinternational.com

19 Technical Assistance

Before Contacting Us

Collect the following information before contacting Cepheid Technical Support:

Product name

Lot number

Serial number of the instrument

Error messages (if any)

Software version and, if applicable, Computer Service Tag Number

United States Technical Support

Telephone: + 1 888 838 3222
Email: techsupport@cepheid.com

France Technical Support

Telephone: + 33 563 825 319
Email: support@cepheideurope.com

Contact information for all Cepheid Technical Support offices is available on our website: www.cepheid.com/en/support/
contact-us.
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20 Table of Symbols

Symbol Meaning
Catalog number
REF d
In vitro diagnostic medical device
IVD 9
® Do not reuse
Batch code
LOT

[Ti]

Consult instructions for use

Caution

Manufacturer

Country of manufacture

A
ol
e
N/

Contains sufficient for n tests

Control

4

Expiration date

N
m

CE marking — European Conformity

Temperature limitation

Biological risks

Flammable liquids

Skin corrosion

AR IRAR R

Reproductive and organ toxicity

O
=

REP

Authorized Representative in Switzerland

E

Importer

30

Xpert® MTB/RIF Ultra
301-5987, Rev. M
May 2023



Xpert® MTB/RIF Ultra

Cepheid AB
Rontgenvigen 5
SE-171 54 Solna,
Sweden

CH |REP

Cepheid Switzerland GmbH
Zircherstrasse 66

Postfach 124, Thalwil
CH-8800

Switzerland

®

Cepheid Switzerland GmbH
Zircherstrasse 66

Postfach 124, Thalwil
CH-8800

Switzerland

wvb|C €

21 Revision History

Section

Description of Change

Table of Symbols

Added CH REP and Importer symbols and definitions to Table of Symbols.
Added CH REP and Importer information with Switzerland address.
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UHCTPYKLUMSI NO NPUMEHEHUIo

Habop peareHTOB 4ns BbICOKOYYBCTBUTENBHOMO OOHapYXeHUS
in vitro QHK mukobaktepun Tybepkynesa (Mycobacterium
tuberculosis complex) n onpegeneHns pe3ancTeHTHOCTU K

pudamnunumny Xpert MTB/RIF Ultra metogom MLP B pexume

pearibHOro BpeMeHu

This document is a translation of the English document 301-5987, Rev. K.

[laHHasa MHCTPYKUMA NO NpUMEHeHuo npeacTasnseT cobon nepesos C
aHIMUNCKOro s3blka MHCTPYKUMK no npumeHeHuto 301-5987, pen. K.
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MeauuHCKOE U3AeINUe i1 JUAarHOCTHKH in Vitro

1 ®PupmeHHOe Ha3BaHue
Xpert® MTB/RIF Ultra

2 HanmeHoBaHue meaULMHCKOro nsgenuvs

Habop peareHTOB 1151 BBICOKOYYBCTBUTEIBHOTO 0OHapysxeHus in vitro JJHK
MHKOoOakTepui Tyoepkyie3a (Mycobacterium tuberculosis complex) u onpeneneHus
pesuctentHocty K pupamnununy Xpert MTB/RIF Ultra metonom TP B pexume
peanbHOro Bpemenu (fainee no tekcty rect Xpert MTB/RIF Ultra).

3 Has3HauyeHMme

Ha6op pearentoB Xpert MTB/RIF Ultra, Beinonusiemsiii Ha cucteme GeneXpert,
NpEeCTaBIAeT cOO0N TUArHOCTUUECKHM TECT in Vitro, OCHOBaHHBIN Ha
MOJTyKOJTMYE€CTBEHHOM THE3/10BOM monmnMepa3Hoi renHoi peakiuu (I1LP) B
peaIbHOM BpEMEHH U MpUMEHseMbId ¢ 1enbio ooHapyxenus JJHK Mycobacterium
tuberculosis (MBT) complex B npo6ax HeoOpabOTaHHOW MOKPOTHI MU
KOHILICHTPUPOBAHHBIX OCAJIKaxX, MOJyYEHHBIX U3 UHAYLUPOBAHHOW WM CIIOHTAaHHOMN
MOKpOTHI. B o0Opasiax, B koTopeix o0HapyxkeHsl Mycobacterium tuberculosis
complex, Tect Xpert MTB/RIF Ultra Tax:xe mo3BoisieT BhISIBIATh MyTalluy reHa rpoB
¢ 510 no 533 koiOH, CBSI3aHHBIE C YCTOWYMBOCTBIO K pUPaMIUIUHY.

Tect Xpert MTB/RIF Ultra npegna3naden ans ananusza 00pasiioB NalMEHTOB, Y
KOTOpBIX TyOepkyse3 (Th) momo3peBaercss Ha OCHOBAaHUM KIIMHWUYECKUX JTaHHBIX, U
KOTOpbIE HE MOJIyYaad MPOTUBOTYOEPKYIE3HOM TEparuy I NPOJ0JIKUTEIBHOCTD
Tepanuy CoCTaBuiIa MeHee 3 JHeH 3a nmociennue 6 MecsieB. TecT nmpeaHasHaYeH s
MPUMEHEHUS B KAY€CTBE BCIIOMOTATEIHHOTO MPU AUATHOCTUKE TyOepKyse3a JIETKHX,
COBMECTHO C KIIMHUYECKUMH U IPYTUMU JTa0OPATOPHBIMU JTAHHBIMHU.

4 KpaTtkume cBegeHUA U pa3bACHEHUSA

Oxos10 2 MUJIIMAPAOB YEJIOBEK MO0 BCEMY MUPY MH(ULIUPOBAHbI MBT.! B 2016 1.
orMedeHo 10,4 MUIIIMOHOB CiIy4yaeB aKTUBHOM (hOpMbI TyOEpKyse3a, a YuciIo
norudmmx ot TybepKyae3a cocTaBuio 1,7 MUJUIMOHA 4esoBeK. 3apakeHue
JIETOYHBIM TyOEpKYI€30M MPOUCXOAUT Yepe3 BO3AYX, YTO MO3BOJSET BO3OYAUTEIIO
JIETKO pacHpOCTPaHAThCS. YUUThIBAs MHPEKIUOHHYIO MPUPOAY JIETOUHOTO
TyOepKyJie3a, BaKHBIM 3JIEMEHTOM JieueHus 1 KouTposst Th sBnsiercst OpicTpas u
TOYHAsI TUArHOCTHUKA.

Jleuenue 3aKiO4aeTcs B AJUTEIHHOM MPUEME HECKOJIBKUX JIEKAPCTB, U OOBIYHO
Takoe JieueHue ObIiBaeT BhICOKOA(DPexTuBHBIM. OqHaKo mTamMmbl M. tuberculosis
MOTYT MPUOOpETaTh YCTOWYMBOCTH K OTHOMY WJIM HECKOJIBKHM IpernaparaM, 4To
CYILECTBEHHO 3aTpyAHSET n3lieueHue. YeThIpbMsl IIHUPOKO MPUMEHIEMbIMU
npenaparaMu NpOTUBOTYOEPKYJIE3HON Tepanuu MepBOro psiia SBISIOTCA U30HUA3U/]
(INH), pudamnun (Takxke HazpiBaeTcs pudammnuiui, RIF), atambyron (EMB) u
nupaszunamug (PZA). Cornacno nanaeiM BO3, ycTOHYHBOCTH K pUPAMIHUIIUHY PEIKO
ObIBaeT MU30JUPOBAHHOM, U OOBIYHO OHA YKa3bIBAET HA YCTOMYMBOCTD K PSIIY APYTHX
MIPOTUBOTYOEPKYIIE3HBIX npenapaTOB..3 YeToiunBOCTh K pupaMIIMLKHY Yallle BCETo
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HaOJ0AaeTCsl y LITaMMOB ¢ MHOKECTBEHHOM JIeKapCTBEHHON ycToiunBocThiO (MJIY -
TB) — To ecTb yCcTOWYMBBIX U K pudaMnuiuHy 1 Kk nzoHuasuay. Coolmiaercs, 4To B
TAKUX U30JIATaX €€ YaCTOTa MOXKET MPEBBIIIAThH 95%.%>% Yeroitunsocts x
pudaMIUIUHY WU K JPYTUM IMpernaparaM MepBoro psijga 0ObIYHO YKa3bIBaeT Ha
HEO0O0XO/IMMOCTh OIPENENIEHUsI UyBCTBUTEILHOCTH KO BCEM Iperaparam, BKIIoUYas
npernapaTsl BTOPOTO psjia TEpaNuu.

OO6Hnapy>xeHue, pu MOMOIIU MOJEKYISIPHBIX MeTO/I0B, Th u MyTanuii rena rpoB,
CBSI3aHHBIX C YCTOMYMBOCTHIO K pU(AMIUIIMHY, CYILIECTBEHHO YCKOPSET AUArHOCTUKY
TyOepKyJie3a, BHI3BAHHOTO UyBCTBUTEIIbHBIMU K MpenapaTtaM MUKOOAKTEpUIMHU, U
MJIY-TBb. bnaronaps tecty Xpert MTB/RIF Ultra sTo MoxHO cienaTh MeHee 4ueM 3a
80 MUHYT, UCIIONB3Ys 00pa3Ibl HEOOPAOOTAHHOM MOKPOTHI MJIH TTOATOTOBJICHHEIE
oOpa31bl ocajgka MOKpOThl. beictpoe obHapyxenne MBT u ycroitunBoctu K
pudaMIUIMHY TO3BOJISIET Bpauyy NPUHUMATh BaKHEUIINE PEeUIeHUs] OTHOCUTEIHHO
JICUCHHUS BCKOpE MOclie Hayayia 00CIeI0BaHuUs MAIMECHTA.

5 anIHLl,VIﬂbI BbIMNOJNIHEHUA aHAJIU3a

B npubopax cucremsr GeneXpert 00beAMHEHBI 1 ABTOMAaTHYECKU BBITIOTHSIIOTCS
CJIEIyIOIINE MPOLIECChl: MOATOTOBKA P00, aMIUTU(UKALIUSI HYKIEMHOBBIX KHCIOT U
BBISIBJICHUE LIE€JIEBBIX MOCIIEA0BATEILHOCTEN B MPOCTHIX U CIOKHBIX Mpoldax ¢
ucnoias3oBanueM I11{P B peanbHOM BpeMEHU 1 OOHAPYKEHUSI [TUKOB ILJIABJICHUS.
Cucrema cOCTOUT U3 aHAJIU3aTOPa, IEPCOHATBHOIO KOMIIBIOTEPA, CKaHEpa IITPUX-
KOJIOB U MPEyCTAHOBIEHHOTO MPOrPaMMHOIO 00eCIIeUeHUs AJi YTpaBICHUS
MIPOLIECCOM aHaJIM3a Mpo0 MalKUEeHTOB U MPOCMOTpa pe3ynbraToB. s paboTsl ¢
cucteMoll TpeOyroTcs ogHOpa3oBbie KapTpumku GeneXpert, KOTOpbIE copepKar
peaxtussl 115 I[P u B koTtopsix npoucxonut [IL[P. [Tockonbky kaprpumku
MPEJICTABIISAIOT CO00I 3aMKHYThIE CUCTEMBI, BEPOSITHOCTh MEPEKPECTHOM
KOHTaMHUHAIMU MEXay podaMu CBOAMUTCS K MUHUMYMY. [loiHO€E onucanue cuctembl
IPEICTABIEHO B pyKogoocmee onepamopa cucmemvl GeneXpert Dx unu pykosoocmee
onepamopa cucmemol GeneXpert Infinity.

Tect Xpert MTB/RIF Ultra cogepxut peaktubl 1js o0HapyxeHus MBT u
YCTOWYUBOCTHU K pUaMITUIIMHY, a TaKKe KOHTPOIb 00padoTku oOpasma (Sample
Processing Control, SPC), npeanazHaueHHbIN 151 KOHTPOJIST aJI€KBaTHOCTH
00paboTKH 11eJIEBbIX OaKTEepHil, BbISIBICHUS! HHTUOUTOPOB B CPEAE, I€ MPOUCXOAUT
[TIP, u nocnexyroniero oOHapyXeH!s! TUKOB IuIaBieHus. KOHTposb kauecTBa 30H10B
(Probe Check Control, PCC) nmpenna3HaueH 15l IPOBEPKH MPaBUILHOCTH
peruparaiyy peakTUBOB, 3aoIHeHHs poOupku ais nposeaeHus 1P B
KapTpUJIKE, HEIOCTHOCTU 30H/I0B U CTAOMIIBHOCTU KPacHUTEls.

[paitmeps Tecta Xpert MTB/RIF Ultra ammmuduiupyot meneBbie
HOCJIEA0BATENILHOCTH, IPEACTABIIAIOIINE COO0M y4acTOK reHa rpoB, conepkamui
«LEHTPaJbHBIIN» PETHOH U3 81 map OCHOBaHMM M YYaCTKH MHOTOKOITMIHBIX
BCTpauBarouuxcs anemMeHToB IS1081 w 1S611(0. AHanu3 KpUBBIX IUIABICHUS YEThIPEX
30HJIOB 7pOB T03BOJIIET OTIIMYUTH KOHCEPBATHUBHYIO MOCJIEI0BATEIBHOCTD
MHUKOOAKTEPUHU «JTUKOTO THMa» OT MyTallUi [EHTPATIbHOTO PETHOHA, CBA3AHHBIX C
YCTOMYUBOCTHIO K puamnuiuny. [I[puMeHenne 30H10B K IByM BCTPauBAIOIIUMCS
AJIEMEHTaM CIOCOOCTBYIOT OOHapykeHuto Mycobacterium tuberculosis complex, Tak
KaK IeJIEBbIC MOCIIEI0BATEIbHOCTH MHOTOKOTIMITHBIX BCTPAHBAIOIIMXCS SIIEMEHTOB
MPUCYTCTBYIOT B OOJIBIIMHCTBE ITaMMOB Th.
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Xpert® MTB/RIF Ultra

6 PeakTuBbI U NpUdOPLI

6.1

MaTepI/Iaﬂbl, BXoasiuine B KOMMJIEKT NOCTaBKU

W Ha6op pearentoB Xpert MTB/RIF Ultra cogepskar 7o0CTaTOYHO PEaKTUBOB IS
o0pabotku 10 unu 50 nmpo6. B HaOOphl BXOAST yKa3aHHbIE HUXKE KOMIIOHEHTHI.

1. Kaptpnaxu Xpert MTB/RIF
Ultra co BCTpOeHHbIMU
peakuMOHHbIMU NpoOUpKamMu

* [paHynbl 1 v rpanynbl 2
(NModmnuanpoBaHHbIE)

* 'panynbl 3
(NModomnuanpoBaHHbIE)
* PeakTtus 1

* PeaktuB 2

2. ®nakoHbl peakTuBoB
o6pasua Xpert MTB/RIF

» Peaktue ans npo6

3. OgHopa3oBble NUNEeTKU Ans

nepeHoca

4. Komnakr-gucK cogepxawmm

* MIHCTpYKUMS NO NPpUMEHEHNIO

« ®annbl ¢ onMcaHMeMm TecTa
(ADF)

* MHCTpyKuus no
nMmnopTtupoBaHuio panna ADF

B NnporpammMmHoe obecneyeHne
GeneXpert

5. UHCcTpyKUuMAa no
NPUMEHEeHUIo

10 B Kaxxgom Habope

no 2 Kakgoro m3
TUNOB B OHOM
KapTpuoxe

1 KaXkgoro n3 TUNoB B
OOHOM KapTpuaxe

4 Mn B KaXkaom
KapTpuoxe

4 Mn B KaXkaom
KapTpuoxe

10

8 Mn B ogHOM
donakoHe

12 B Kaxxgom Habope

50 B Kaxxaom Habope

no 2 Ka)aoro mn3
TUNOB B OQHOM
KapTpuoxe

1 Ka)Kaoro u3 TUNoB B
OOHOM KapTpuaxe

4 Mn B KaXkaom
KapTpuoxe

4 Mn B KaXkaom
KapTpuoxe

50

8 Mn B 0QHOM
donakoHe

60 B Kaxxkgom Habope

LiBeT peakTmBa ansi npob MOXeT BapbMpoBaTbCs OT 6eCLBETHOIO A0 XKENTOro Unn

BNMSIET Ha paboune xapaKTepuUCTUKN peakTuBa.

AHTAPHOrO. LlBeT MOXET CTaHOBUTbCS 60fee NHTEHCUBHBLIM CO BpeéMeHeM, HO OH HE

Macnopta 6e3onacHocTy BewlecTBa (Safety Data Sheet, SDS) MoxHO HanTh no

NOAMJEPXKA (SUPPORT).

agpecam www.cepheid.com unnn www.cepheidinternational.com, Ha Bknaake

[na n3rotoBneHus Bbl4bero cbIBOPOTOYHOro ansbymnHa (BCA), BxogsLero B coctas
rpaHyn AaHHOro u3aernus, UCnorb3osanack TOMNbKO NrnasmMa Bblubert KPOBM XXUBOTHbIX,

BblpaweHHbix B CLUA. B nuwwy 6bikoB He gobaBnanucb 6enku, nonyyYyeHHble N3 TKaHen
XKBaYHbIX XXMBOTHbIX, a TaKKe apyrne 6ernku >XMBOTHOIO NPOUCXOXAEHNSA; BCEX XXUBOTHbIX

o6cnenosanu 4o 1 nocne 3a6os. Bo Bpems npons3BoAcTBa HE MPOUCXOaUIIo
CMeLUNBAHUS CbIpbs C APYTMMU MaTepuanamMm XUBOTHOTO NMPOUCXOXOEHUS.

Xpert® MTB/RIF Ultra
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MpumeyaHue

428
+2 °c

Ha nuneTkn ona nepeHoca HaHECEHO OA4HO AeneHune, NokasbiBaroLlee MUHUMaNbHbIN
obbeM obpaboTaHHON NPOOLI, KOTOPYH HEOBXOOUMO NEePEeHeCcTU B KapTpuaX. [unetkm
crneayeT NPUMEHSATb TOMbKO C 3TON uenbto. Bce octanbHble NUNETKU OOIMKHbI
npenocTaBnaTbCs nabopaTopuen.

XpaHeHue n obpallueHue
* Xpanure kaptpumku Xpert MTB/RIF Ultra mpu remnepatype ot 2 °C o 28 °C B
YCIIOBUSAX OKpPY Karolleil cpebl.

* He oTkpsiBaiiTe KpbIIIKY KapTpUAKa 10 TEX MOP, IOKa He OyJeTe rOTOBbI HAYaTh
BBITNOJIHEHNE aHAJIN3A.

* He ncnone3yiTe peakTUBBI WM KAPTPUIKU C UCTEKIIUM CPOKOM T'OTHOCTH.

N3nenus, XxpaHuBIIKECA ¢ HAPYLIEHUEM PEITIAMEHTUPOBAHHOIO PEXKHUMA,
IIPUMEHEHUIO HE NOJJIC)KAT.

6.2.1 XpaHeHue (CTaOUNbLHOCTL) NOCre OTKPbITUSA
Henpumenumo.

6.2.2. XpaHeHue (cTabMNbLHOCTbL) (MMUTaALUA YCNOBUXA TPAHCNOPTUPOBKMN)
Cnenyer nepeBO3UTh B OPUTHHAIBHOW YIIAKOBKE IIPOU3BOIUTENIS, 3AIUILIAIOIIEH
IPOAYKIMIO OT BHEIIHUX BO3JEHCTBUM, Ha BCEX BUJAX TPAHCIOPTA B KPBITHIX
TPAHCIIOPTHBIX CPEJICTBAX B COOTBETCTBHUHM C MPABHIIAMH MEPEBO30K, AEHCTBYIOIIUMHU
Ha TpaHcHopTe AaHHOro Buaa npu temneparype 2 °C go 28 °C B TedeHue BCEro
CPOKa T'OTHOCTH.

6.2.3. CpoK rogHOCTH

Cpok rongnoctu 18 mecsies.

Heobxoaoumble maTtepuarnbl, He BXxogsawue B KOMMNJIEKT
NOCTaBKU

* Cucrema GeneXpert Dx miu GeneXpert Infinity (karamoskHbIii HOMEp 3aBUCHUT OT
koH(puryparun): npuoop GeneXpert, KOMIBIOTEP, CKAHEP MITPUX-KOJIOB U
PYKOBOZICTBO olleparopa

» Jlns cuctemsl GeneXpert Dx: [Iporpammuoe obecnieuenue Bepcuu 4.7b unu
BBIILIE

»  Jlns cuctemsl GeneXpert Infinity: [Iporpammuoe obecnieuenue Bepcuu 6.4b
WJIH BBIIIIE

» IlpunTep: ecnu HEOOXOAUM MTPUHTEP, OOPATUTECH K TOPrOBOMY TPEICTABUTETIO
komnanuu Cepheid, 9To0bI Oprann3oBaTh MPUOOPETEHNE PEKOMEHIOBAHHOTO
MIpUHTEpA.

» I'epmernuHnble cTepuiibHbIE KOHTEHHEPHI sl cOOpa C 3aBUHYMBAIOIIEHCS
kpoikoit (PY Ne @C3 2010/06000 ot 06.06.2016)

*  OpnHOpa30BbIE IEPUATKH
*  DTHUKETKH U (WJIM) HECTHUPAEMBI MapKep

¢  CrepuibHble nuneTku A 00padotku mpoosl (PY Ne ®C3 2010/06000 ot
06.06.2016)

Xpert® MTB/RIF Ultra
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8 [pepynpexaeHusa, Mepbl NPeaOCTOPOXHOCTU U OnacHbIe
XumMunyeckume dgaktopbl

8.1 [lpepynpexpeHnsa n mepbl NPeaoCTOPOXHOCTU

@ * Ilpu pabore co BcemMu OMOIOTHYECKUMU 00pa3liaMu, B TOM YHUCJIE U C
MCIIOJIb30BAHHBIMH KapTPUHKAMHU, CIIEAYET CUUTATh UX CIIOCOOHBIMU K IEPEHOCY
BO30yauTeeH nHOEKIIMOHHBIX 3a00eBaHni. [10CKOIBKY 4acTO HEBO3MOXKHO
MpeayrajiaTh, 4T0O MOXKET MEPEHOCUTH MHPEKIINIO, 0OpaIlIEHUE CO BCEMHU
OHOJIOrM4eCcKUMHU 00pa3iiaMu TpedyeT COONIOECHUS CTaHAAPTHBIX MEp
HpeA0CTOPOKHOCTH. MeToauuecKkue peKOMEHIalliu 10 00palleHHIo ¢ 00pa3uaMu
MPEIOCTABISAIOTCS areHTCTBOM «LIeHTpBI 10 KOHTPOIIO U TPODUITIAKTHKE
sabonesanmii CIIIA» (U.S. Centers for Disease Control and Prevention)’ u
«MHCTUTYTOM KIMHUYECKHX U J1abopaTopHbIX ctanAapToBy (Clinical and
Laboratory Standards Institute)®. B coorsercteun ¢ CanlTuHom 2.1.7.2790-10
“CaHuTapHO-3THICMHOJIOTHYCCKHUE TPEOOBAaHUS K 00OpaIEHUIO C MEAUITUHCKUMU
orxonamu” (YTB. IOCTAHOBIEHUEM [ TTaBHOTO TOCYIapCTBEHHOTO CAHUTAPHOTO
Bpaua PO ot 9 nexabps 2010 . N 163).

» Ilpu pabote ¢ mpobamu U peakTUBaMHU HEOOXOAMMO Ha/leBaTh OHOPA30BbIE
3alllMTHBIC TIEPYATKH, Ta0OPATOPHBIE XalaThl U CPECTBA UHANBUIYATHHOM
3amuThl mas. [locie paboTel ¢ mpobaMu U peakTUBaMU T€CTa HEOOXOAUMO
TUIATENIbHO BBIMBITH PYKH.

* CrenyiTe NPUHATHIM B YUPESKICHUH MIPOLIETypaM TEXHUKH 0€30IMaCHOCTH 10
paboTe ¢ XUMHYECKUMHU BEIIECTBAMHU M OOPAIICHUIO ¢ OMOJIOTHYECKUMHU
oOpa3siamu.

* He 3amensiite peaktusbl Tecta Xpert MTB/RIF Ultra npyrumu peakTuBaMu.

*  Kpsiuky kaprpumka Xpert MTB/RIF Ultra pa3permaercst OTKpbIBaTh TOJIBKO AJIS
BHECEHUS IOJTOTOBJIEHHOU MPOOHI.

* He ucnons3yiite KapTpuaxK, €Clid OH ynajl Mocje U3BJIeUeHHs U3 Habopa.

* He ucnone3yiite KapTpuK, KOTOPBIX ITAAAJ WIM KOTOPBINA BCTPSIXUBAJIA WIIH C
Pa3IUBLIUMCS COAEPKUMbBIM MOCJIE BHECEHUS OATOTOBIEHHOM MPOOBI.
BcerpsixuBaHue niny najieHue KapTpukKa IOCIE BCKPBITUS €0 KPBIIIKU MOYKET
MIPUBECTH K MOTYYEHUIO COMHUTEIIBHBIX PE3YyJIbTaTOB.

* He pa3memaiite 3TUKETKY ¢ UIEHTU(UKALIMOHHBIM HOMEPOM 00pa3iia Ha KPBbIIIIKEe
KapTpUJIKa WIA HAa ITUKETKE CO IITPUX-KOJOM.

* He ncnonb3oBars KapTpUAK € BIAXKHOU ITOBEPXHOCTHIO WIIH C TIPEAIIOIOKUTEIHHO
HapyLIEHHOW F€pPMETUYHOCTBIO KPBIILIKH.

* He ucnonb3oBars KapTpUIXK C MOBPEKICHHON PEaKIIMOHHONW TPOOUPKOI.

* Ilpu omHOBpEeMEHHOM paboTe C HECKOJIBLKHMH IMPOOAMH CIIEAYET OTKPHITH TOJIBKO
OJTMH KapTPHUDK, BBECTH CMECH «PEAKTHUB JJIs P00 — IMOATOTOBIIEHHAS ITPO0ay,
3aKPBITh KAPTPHUJIK, U TOJIBKO IIOTOM MEPEXOIUTh K 00pabOTKe CIIEAYIOICH POOHI.
[Tepuarku momyiexaT 3aMeHe mepe]l paboToH ¢ KaXI0M ClIeayIomen MpoOoH.

@ *  Bce kaprpumxu Xpert MTB/RIF Ultra npennasnadeHs! Juisi IpOBEACHUS OHOTO
Tecta. He ncnonb30BaTh MOBTOPHO YK€ MPUMEHSIBIIMECS AJIsl aHATIN3a KapTPUIKU.

*  YtoObI n30€KaTh 3arpsi3HEHUsT 00pPaA3IIOB U PEAKTUBOB CJEIyET COOM0OAATh
MIPUHITATIBI HAJJISKAIIEH JTa00paTOPHON MPAKTUKH M MEHSTH MEPUYATKU TIEPe
paboTOM ¢ KaXKIbIM CIIeYIOMKUM 00pa3iioM. PerynsipHo ouuiiaiite padbodyro
MOBEPXHOCTH / paboune 30HbI 10% pacTBOPOM THIOXJIOPUTA HATPHS, 3aTEM
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MMOBTOPHO MPOTUPANTE MOBEPXHOCTH 70% 3TUIOBBIM UJIM W30IPOMUIOBBIM
CIIUPTOM JI0 | TOCIie paboThl C 00pa3IaMu.

buonornyeckue o0pasisl, ycTpOHCTBA JUIsl MIEPEHOCA U UCTIOIb30BAHHBIE
KapTPUJIKU CJIETYET CUMUTATh BOSMOXKHBIMU MEPEHOCUYNKAMU BO30YyAUTENEH
MH(EKIIMOHHBIX 3a001€BaHUM, U OHU TPEOYIOT COOIOACHUSI CTAHIaPTHBIX MEP
MIPEIOCTOPOKHOCTH. J{J1s1 MPaBUIIBHOTO yAAJIEHUS B OTXOJIbI HCTIOIb30BaHHBIX
KapTpUDKEN 1 HEUCTIONH30BAaHHBIX PEAKTUBOB BBIMIOJIHSINTE MPUHATHIE B BaIlleM
YUPEKACHUH MPABUIIA 3aLTUTHI OKPYKAIOILIEH Cpeibl. DTH MaTepHUaIbl MOTYT
MMETh CBOMCTBA XUMHUUYECKH OIMACHBIX OTXOJ0B U TPEOOBAThH BHIIOIHEHUSI OCOOBIX
HAI[MOHAJIBHBIX UJIM PETMOHAJIBHBIX MPOLEAYD yaJeHus B oTXoAbl. Ecin
MPUHSATHIC B CTPAHE WM PETHOHE TIPAaBUIIA HE JAIOT SICHBIX YKa3aHUM 110
MPaBUJILHOMY YIAJICHUIO B OTXO/IbI, OMOIOTUYECKHE 00pa3Ilbl U UCIIOIb30BAHHBIE
KapTpUJIKU CIEAYET YAAIATh B 0TX0/bI ¢ coOntonenrneM npasuit BO3 (Bcemuphoit
OpraHu3aluu 3paBOOXPAHEHUS) OTHOCUTEIBHO OOpALIEHUS C MEIULIMHCKUMU
OTXO/IAMH U UX YIaJICHUSI.

8.2 OnacHble Xxummnyeckue d)aKTOpblg’m
PeakTuB ans npob6:
*  ConepXuT U30IPOINHIOBBIN CIIUPT
*  CoaepxuT ruIpOKCU HaTpUs
*  CurnanbHoe cinoBo: OITACHO!
*  Cumaoubl onnacHoctu CI'C OOH: @ @
* 3asasienus 00 onacuoctu CI'C OOH
* Bocmiamensiromasics *uJaKoCThb 1 nap.
* BrBBIBacT cepbe3HBbIC 0XKOTH KOKU U TTOBPEKICHUE T71a3.
*  BbBBIBaET THKENI0E MOBPEKICHUE IV1a3.
* [IpeanonoXuTeNbHO BHI3BIBACT TCHETHUCCKHE IS(PEKTHI.
* [IpeanonoxuTebHO HEOIATONPHUATHO BIUSET HA CIIOCOOHOCTH K
JETOPOXKICHHUIO WM HA Pa3BUBAIOIIMICS TIIOJ.
*  MoxeT BBI3BaTh MOBPEKICHUE OPTaHOB MIPH JUTUTSIHEHOM HJIU TTOBTOPHOM
BO3/CHCTBUMU.
*  Mepsi npenocropo:xxknoctu CI'C OOH
e [IIpodpunakruka
* Ilepen ucnosib30BaHUEM MOTYUYUTD CIICIIMATBHBIE HHCTPYKIUH.
» Ilepen ucnonb30BaHUEM O3HAKOMHUTHCS C HHCTPYKIIUSIMH 110 TEXHUKE
0€30MaCHOCTH.
* bepeub oT HarpeBaHusl, UCKP, OTKPHITOTO OTHS U (WUJIN) TOPSINX
noBepxHocrter. He kypurs.
*  XpaHUTH B IUNIOTHO 3aKPHITOM KOHTEHHEDPE.
* M3Oerath BAbIXaHUS TYMaHa, MapoB U (MJIM) BEIIECTBA B PACTIbIJICHHOM
COCTOSIHUH.
» [locne ucnonp30BaHUs TIIATEIHLHO BHIMBITH.
* [lonb3yiiTech 3alIMTHBIMU NIEPUATKAMM, 3AITUTHON OJEK IO, CPEACTBAMHU
3aIMTHI T71a3/JIHIIA.
* Hcmonw30BaTh COOTBETCTBYIONINE WHIUBUAYAIbHBIC CPEACTBA 3AIIUTHI.
6 Xpert® MTB/RIF Ultra
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e PearupoBanmue

® B ClIydac 1moxapa: UCIIO0JIb30BaTb COOTBCTCTBYIOIIUC CPCIACTBA
IMOXKApPOTYUICHUA.

. I[EIZCTBHH ITPU BJIBIXAHWU. BeinecTu nocTpaaaBIliero Ha CBEXUN
BO3JIyX M O0ECIIEYNTh €My TTOJIHBIN MTOKOHM B yIOOHOM TSI IBIXaHUS
MOJ0KEHUH.

«  Hememnenno o6parurses B TOKCUKOJIOTMYECKUN LIEHTP wiu k
Bpauy-CIeHAINCTY/TeparneBTy.

« JJEMCTBUS IIPU IIOITAJAHUU HA KOXY (uiu Boiochl).
HemenneHnHo CHATH BCIO 3arpsi3HEHHYIO OJEkK Y. [ [pOMBITE KOXKY BOIOM
WJIY TIPUHATH JTYIIL.

*  BelcTHpaTh 3arpsA3HEHHYIO OCK/Y NIEPE] IIOBTOPHBIM HCIIOJIb30BAHUEM.

* Tpebyercs cnenuanbHoe JiedueHrne. CM. TOMOIHUTENbHYIO HHPOPMALIHIO O
II€PBOU MTOMOILIHU.

«  JEUCTBUA I1PU TTOITAJAHNU B I'JTA3A. OcTOpOAKHO TPOMBITH
BOJION B TE€UEHHE HECKOJIBKUX MUHYT. CHATh KOHTAKTHBIC JIMH3bI, €CITH BbI
VMU TOJIb3YETECh U €CJIH 3TO JIETKO cAenath. [IpopomKuTh MpoMbIBaHUE.

« [IPA ITPUEME BHYTPb: IIpononockars potr. HE BbI3BIBaThH pBOTY.

» [IPU Bo3nericTBMH WM MOJO3PEHUN HA BO3MOXKHOCTb BO3JICUCTBHSL:
OOpaTuThCs 32 METUIIMHCKOW KOHCYJIBTALMEN/TIOMOIIBIO.

* Ilpu nnoxom caMouyBCTBUU OOPATUTHCS 3@ TOMOIIbIO/KOHCYJIbTAlluEN K

Bpauy.
* XpaHeHnue/ynajieHue B OTXO/bI

® Yz{aneHI/Ie B OTXOJbI TaPhbI W/unu COACPKUMOTO OOJIZKHO OCYHICCTBIIAITHCS B
COOTBCTCTBHU C MCCTHBIMHU, PCTUOHAJIBbHBIMHA, TOCYAaPCTBCHHBIMHA /M

MEKIYHApOJAHBIMU HOPMAMMU.

9 CO6op u TpaHCNOPTUPOBKaA 0Opa3LoB

CrnenyiiTe IPUHATOMY B BallleM YUYPEKJIECHUU MPOTOKOIY MO cOOpY mpoo.

CGop, TpaHCNOPTUPOBKA U XpaHeHMe nNpob

C6op

[Ipu cOope cioHTaHHON MOKPOTHI WX WHAYIHPOBAHHOW TIPH ITOMOIIIM a3PO30JIs
MOKPOTBI CHEAYWTE CTAaHJAPTHBIM MPOLEAYpPaM, UCIOJIb3yEMbIM B BalllEM
yupexaeHuu. B tecte ucnonb3yercss HeoOpaboTaHHAash MOKpPOTa WM
KOHIICHTPUPOBAHHBIN/ TEKOHTAMUHUPOBAHHBIN 0CaI0K MOKPOTHI. JlaHHBIE 110

HeoOXxoauMoMy 00beMy oOpasma mpeacTaBieHbl B Tabmuma 1.

Ta6bnuua 1. Tpebyembin 06em obpasua

Tun o6pasuya

MuHuUManbHbIN
oobem onsa
ofHOro Tecrta

MakcumanbHbIN
06bemM npobbl

CooTHoLweHne
06bemMoB NpoobLI
M peakTuBa ons

npo6
Ocagok MOKpOThI 0,5 mn 2,5 mMn 1:32
HeobpaboTtaHHas 1 mMn 4,0 mn 1:2
MOKpOTa

a. ecnu obbem npobel coctasnseT 0,7 mn nnun 6onee, COOTHoLEHME 06beMOB NPoOLI N peakTmBa
Ans Nnpob fomkHO cocTaenaTb 1:2 Ans ogHoro TecTa.
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+2 oc

10
10.1

MpumeyaHue

MpumeyaHue

XpaHeHue 1 TpaHCNOPTUPOBKA
Ocanok MOkpoThl: PecycnieHnupoBaHHBIN 0CaJOK MOKPOTHI CIEIyeT XPaHUTh MPU
temrieparype ot 2 °C go 8 °C He Oonee ceMu JTHEH.

Heobpaborannas Mokpora: MOKpOTy cieayeT XpaHUTh U TPAHCIOPTUPOBATH MPHU
temmneparype ot 2 °C no 8 °C Bcerna, Korja 3To BO3MOXKHO. JlomyckaeTcsi XpaHeHue
HeoOpaboTaHHOW MOKPOTHI MpH TeMIiepatype a0 35 °C B TeueHue He Oojiee Tpex
nHeH, u ganee npu temmeparype ot 2 °C no 8 °C emie B TeYEeHUE CEMU JTHEM.

MNMpoueaypbl TecTa

Mpoueaypa ¢ ucnonb3oBaHMEM AEKOHTAMUHUPOBAHHOIO
KOHLIEHTPUPOBAHHOIO ocagKka MOKpPOTbI

OT16pakyinTe 06pasubl, coaepalume SBHO BUAMMbIE YaCTULbl MWLM UNK Opyrue
TBEpAble YacTuLbl.

Tpebosanus k oovemy: C momoinpto Tecta Xpert MTB/RIF Ultra moxHO uiccnenoBarhb
0CaJI0K MOKpPOTBHI, IPUTOTOBJIEHHBIN 110 MeTony KeHra n Ky61/1ua11 "
pecycnieHaupoBaHHbIi B 67 MM ¢ocdarHoro 6ydepHoro BogHoro pactsopa. [locne
pasBenieHus 3ape3epBupyiite He MeHee 0,5 MJI pecyCleHIUPOBAHHOTO OCaIKa s
npoBeaeHust Tecta Xpert MTB/RIF Ultra. Eciu o6bem cocraBisier meree 0,7 mi,
BbINIONIHUTE JeicTBUdA 1-6. s aToro Tpedyercst 3 yacTu peakTua Ajs npod U

1 yacTh ocajnka, 4TOOBI MONYYUTh aJCKBATHBIM 00BEM (~2 M) TPOOKI U 0OECTICUNTh
ONTUMAaJIbHBIC paboune XapaKTECPUCTUKH TECTA.

Ecau o6bem npoOs1 coctasisier 0,7 mut wim Oosiee, afeKBaTHBI 00BEM JIJIsl TECTA
MOYKHO TOJIy4UTh, J0OABUB 2 YaCTH peakTuBa Juig npo0d k 1 yactu ocaaka. B nannom
npumepe 1,4 M peaktusa it mpod nobdasnsercs k 0,7 mia ocaaka. Takum o6pazom 2
YacTH peakTuBa Jjis Mpol 100aBistoTes K 1 yacTu ocajka.

1. JloxauTech corpeBaHuUs KapTpHIXkKa 10 KOMHATHOW TemnepaTypbl. Hanecure Ha
kaxaeiid kapTpumk Xpert MTB/RIF Ultra uaentudukannonasie Homepa
oOpa3uoB. Pucynok 1.

PucyHok 1. Hagnuwmnte Homep Ha 6OKOBOM YacTu KapTpuaxa

HaknenTte Ha KapTpuaX 3TUKETKY C MOEHTUPUKALMOHHBIM HOMEPOM U HaNULnTe
HOMEp MapkepoM Ha GOKOBOW CTOPOHE KapTpuaka. He HaknemBamTe STUKETKY Ha
KPbILLKY KapTpua)Ka U He 3aKpblBanTe 3TUKETKOW ABYXMEPHbIV LUTPUX-KOA, UMEOLLINACS
Ha KapTpuoxe.

Xpert® MTB/RIF Ultra
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2. IlepemernaiiTe ocajok Ha BUXPEBOU MEIIAIKE, WJIM IIPU TOMOIIY MUIETKH,
aCIUPUPYsI ¥ BBIMYCKas MaTepHal JOCTATOYHOE KOJMYECTBO pa3 TakK, YTOOBI BCE
MUKPOOPTAaHU3MbI OB CYCIIEHIUPOBAHBI.

3. TlepeHecure ¢ MOMOIIBIO MATIETKH JUIs IepeHoca He MeHee 0,5 mur oT o01iero
o0bema pecyCrneHANPOBAHHOTO 0CA/IKa B KOHUYECKYIO TPOOUPKY C
3aBUHYMBArONIecs Kpbllkoi it mpoBeaeHus tecta Xpert MTB/RIF Ultra.

PecycneHanpoBaHHbIN 0OCaoK, KOTOPbIN He ByaeT cpasy UCMNonb30BaTbCA AN aHanuaa,
cnegyet xpaHuTb npu Temnepatype ot 2 °C go 8 °C. He ncnonb3yunte tect Xpert MTB/
RIF Ultragnsa uccnegosaHus pecycneHanpoBaHHOMO ocagka, KOTOpbI XpaHumcs B

Jﬂfc YCNOBUSAX OXNaxaeHus >7 OHeWN.

MpumeyaHue

4. Tlepenecure 1,5 ma peakruBa ais npod Xpert MTB/RIF Ultra B npo6upky ¢ 0,5
MJI PECYCIIEHAUPOBAHHOTO OCaJKa C MOMOIIbIO MUIETKU 11 niepeHoca. [1noTHo
3aKpOWTE KPBILIKY.

5. DuepruyHo BcrpsaxHUTe npodbupky 10—20 pa3 unu oOpadoTaiiTe B BUXpEBOH
Melajnke He MeHee 10 cekyH/I.

Npumeyanne OOHO BCTpsSIXMBaHME — 3TO OAHO ABWXEHME NpobupKkoi Bnepea-Hasas.

6. MHWukyOupyiite B TeueHue 10 MUHYT NPU KOMHATHOM TeMIlepaType U 3aTeM
SHEPTUYHO BCTpsAXHUTE nmpooupky 10—20 pa3 wnm oO6paboTaiiTe B BUXPEBOM
Melnaike He meHee 10 cekyH.

7. WukyOupyiite npoOy npyu KOMHATHOM TeMrepaType elie 5 MUHYT.

10.2 TMpouenypa c ucnonb3oBaHneM Heo6paboTaHHOU MOKPOTbI
Tpebosanus k oovemy: TpedyeTcs >1 M HEOOpaOOTaHHOW MOKPOTHI.

1. JloxauTech corpeBaHUs KapTpHUIXkKa 10 KOMHATHOW TemnepaTypbl. Hanecure Ha
kaxaeiid kapTpumk Xpert MTB/RIF Ultra ugentudukannonasie Homepa
oOpa3ioB. Cm. Pucynoxk 1.

Haknente Ha KapTpuax 3TUKETKY C NOEHTUHMKALNOHHBIM HOMEPOM UMW HanuwuTe
HOMEep MapkepoM Ha GOKOBOW CTOPOHE KapTpuaka. He HaknenBanTe aTUKETKY Ha
KPbILLUKY KapTpuaxa v He 3aKpbliBanTe 3TUKETKOWN OBYXMEPHbIN LUTPUX-KOL, UMELMINCS
Ha KapTpuoxe.

MpumeyaHue

2. Tlocne c6bopa MOKPOTHI B TEpPMETUYHBIN KOHTEHHED J1s1 cOOpa MOKPOTHI
aKKypaTHO OTKPOMTE KPBILIKY KOHTEHHEpA U OCMOTPUTE COIEPKUMOE C LIEBIO
yOeIUThCS B OTCYTCTBUU YACTHII MUIIU WIH JIPYTUX TBEPABIX yacTuil. CM.
Pucynok 2.

OT6pakyinTe 06pasLbl, coaepXxalime SBHO BUAMMbIE YacTULbl MWL N Apyrue

MpumeyaHue
TBepAable YacTuubl.
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PucyHok 2. OTKpbITbIN KOHTEMHEp € npobon

3. Breiite B ipoOy MOKPOTHI peakTHB JUIsl IPo0 B 0ObeMe, MPUOIU3UTENHHO B 2 pa3a
MPEBBIMIAIONIEM 00bEM MOKPOTHI (COOTHOIICHHE PEAKTUB:MOKPOTA JOIHKHO
coctaBiTh 2:1). Cm. Pucynok 3.

Mpumep 2
Mpumep 1 . 2 mn peakTtuBa Aons

8 Mn peakTuBa \ npo6:1 Mn MOKpOTbI

) OTmer ~
AnAnpo6:4mn . 3 MpumeyaHwne:
MOKPOTbI Mn ~8® ypnanure ocrarok

peakTuBa ansi npob n

‘ ' ¢nakoH B KOHTeNHep
&:.;41 ANA XMMUYECKUX

oTXoaos.

PucyHok 3. NMpumepbl passeaeHnu 2:1

4. TImoTHO 3aKpOWTE KOHTEHHEP KPBIIKOW. DHEPTUYHO BCTPSXHUTE POOUPKY 10—
20 pa3 uinu 006paboTaiiTe B BUXpeBOi Meranke He MmeHee 10 cekyH.

Mpumeuanme OOHO BCTPSIXMBaHME — 3TO OAHO ABWMXKEHME Npobupkon Bnepen-Hasaa.

5. HukyOGupyiite nmpoOy mpu KOMHATHOM Temneparype B TeueHue 10 MUHyT.

6. DnepruyHo BcTpsaxHUTe npodupky 10—20 pa3 unu oOpadoTaiite B BUXpEBOH
Mmemianke He MmeHee 10 cekyna. MukyOupyiite mpoOy npu KOMHATHOM TeMIieparype
euie 5 MUHYT.

Ybeauntecb, 4To ob6pasel, NOSTHOCTLIO pasxmkuncsa. Ecnn obpasew, He pasXmKuncs,

MpumevaHue o
nosTopuTe aenctene 6.

10.3 lMopgroTtoBKa KapTpuaxa

Mpn ncnonb3oBaHmm npudopa GeneXpert Dx HaYMHaNTE TECT Kak MOXHO CKopee 1 B
npegenax YeTbIpex YacoB nocre BHeceHnsa Npobbl, 06paboTaHHOM peakTMBOM A5
npo6, B kapTpuax. Nocne BHeceHUs Npobbl B KapTPUAX OH MOXXET OCTaBaTbCs NMpu
KOMHaTHOM TemnepaTtype A0 Ha4yana Tecta B Te4eHue YeTblpex Yacos. [pu
Mpumeuanne Mcnosnb3oBaHUn cuctembl GeneXpert Infinity, Heo6xoaMMo HayaTb TECT M YCTAHOBUTL
KapTpUaX Ha KOHBEWEPHYIO NEHTY B TedeHne 30 MUHYT nocne BHeceHus Npobbl,
obpaboTtaHHOn peakTnBoM ans Npob. OCTaBLUMNCA CPOK XpPaHEHUsT OTCIEXNBAETCS
nporpaMmmHbIM obecneveHnem Xpertise 1 Tectbl 6yayT BbINOMHEHbI 40 NCTEYEHUS
A0MNYCTUMOTO YETbIPEXHACOBOr0 CpOKa HaXOXOEHNA KapTPUIKEN B CUCTEME.
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OTKpOTE KPBIIKY KapTPUIKa, @ TOTOM OTKPOWTE KOHTEHHEP C 00pa3IioM.

2. Bo3pMuTe BXOISINYIO B HA0Op MUTIETKY JIJIs IEPEHOCA U HAOEPHUTE Pa3KIMKCHHYIO
npoOy /10 YPOBHS HECKOJIBKO BhIIIE OTMETKH Ha numeTke. CMm. PucyHok 4. Ecnu
o0beM 00pa3iia HeJJOCTaTOuEeH, He UCITONB3YHTE I aHAIM3a 3TOT 00pas3ell.

| E—
al ¥

PucyHok 4. Acnupauua 40 OTMETKU Ha nuneTke

3. Ilepenecure nmpoby B kamepy it mpoOsl kKapTpumka Xpert MTB/RIF Ultra.
MenneHnHo BelIMBaiTE IPOOY U3 MUIMETKU, YTOOBI CBECTH K MUHUMYMY PHUCK
oOpazoBanus a’po3oist. Cm. PucyHok 5.

PucyHok 5. BHeceHue 4eKOHTaMUHUPOBaAHHOMW Pa3XXMXXeHHOM NPobbI B
Kamepy Ans npo6bl KapTpuaxa

Jﬂﬁ 4. TI70THO 3aKpOUTE KPHIIKY KapTpuKa. OCTaBIIYIOCS YaCTh Pa3KMKEHHON MPOOBI
=qc MOXXHO XpaHUTb 10 4 yacoB nipu Ttemrieparype ot 2 °C no 8 °C Ha ciydaii
HE00X0IMMOCTH MTOBTOPHOTO TECTA.

Xpert® MTB/RIF Ultra 11
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10.4

BaxHo!

BaxHo!

MpumeyaHue

3anyck TecTa

Mpu ucnonb3oBaHun cuctembl GeneXpert Dx nepen Hayanom aHanusa
y6eauTtecb, YTO B cucteme pabortaet nporpammHoe obecnevyeHue
GeneXpert Bepcuun 4.7b unu Bbiwe, n 4To hamn c onncaHuem Tecra
(Assay Definition File, ADF) Xpert MTB/RIF Ultra nmnopTtupoBaH B
nporpamMmmHoe obecne4vyeHue.

Mpwu ncnonb3osaHum cuctemol GeneXpert Infinity nepea Hayanom
aHanusa yb6eguTechb, YTO B cucTteme paboTtaeT nporpaMmmMHoe
o6ecne4yeHue GeneXpert Bepcun 6.4b nnu Bbiwe, u 4Yto chann c
onucaHuem tecta (Assay Definition File, ADF) Xpert MTB/RIF Ultra
MMMNOPTUPOBaAH B NporpaMmMHoe obecneyeHue.

B nmanHoM paszene nepeurciisitoTcsi OCHOBHbBIE JEUCTBUSA MPU BBITIOTHEHUH TECTA.
[TonpoOHbIE MHCTPYKLIMK MIPUBOAATCS B PYKOBOOCHI&Ee Onepamopa Cucmembl
GeneXpert Dx unu pykosoocmee onepamopa cucmemst GeneXpert Infinity, B
3aBUCUMOCTH OT MCIOJIb3YEMOU MOJEIIH.

BbinonHsieMble BaMu OeNCTBUSE MOTYT ObITb APYTMMW, €CIM CUCTEMHbIA aAMUHUCTPATOP
N3MEHWUT YCTAHOBIEHHYIO MO YMOMYaHUio paboyyto nocrneaoBaTenbHOCTb.

1. Bxmrounte mpubdop GeneXpert.

* Ilpu ucnons3oBanuu GeneXpert DX BHavase cienyeT BKIOUYUTH IPUOOpP, a
3areM koMnbroTep. [Iporpammuoe obecneuenne GeneXpert 3amycTurcs
ABTOMATUYECKHU.

501058

* IIpu ucnons3oBarnu GeneXpert Infinity ciemyet Bxatounts npudop. Ha

pa6ouem croze Windows® BaskIbl LEIKHATE MbILIBEO Ha SPIIBIKE

MpOrpaMMHOro obecreueHus: Xpertise.

2. Boiingure B mporpammHoe obecrnieuenue cucteMbl GeneXpert moJ CBOUM UMEHEM

MMOJB30BATCIIA U ITAPOJICM.

3. B okne cucremsl GeneXpert BbiOepuTe MyHKT Co3aatb aHanu3 (Create Test) (auis

GeneXpert Dx) uiu BeiOepute myHKT Komanabl (Orders), a 3aTem 3apatb komaHay Ha
npoBefeHue aHanm3a (Order Test) (mutst Infinity).

4. Orckanupyite win BBenute Bpyunyto «ID nmanuentay» (Patient ID).

VYnocroBepbTech B PaBUILHOCTH BBEACHHOTO BpyuHyto «ID nmanuenrta» (Patient
ID). «ID manmentay (Patient ID) cBs3bIBaeTCs ¢ pe3yabTaraMu aHalnu3a u
yKa3bIBaeTcs B OKHe [lpocmoTpeTh pesynbTathl (View Results) 1 BO Bcex oruerax.

5. Orckanupyiite wiu BBeaute BpyuHyto «ID oOpazua» (Sample ID).

VYnocToBepbTeCh B MPaBUIILHOCTH BBEACHHOTO BpyuHyto «ID o6pasma» (Sample
ID). «ID o6pa3ua» (Sample ID) cBa3biBaeTCs ¢ pe3yabTaraMy aHalIn3a U
yKa3bIBaeTcs B OKHe [MpocmoTtpeTh pesynbTathl (View Results) 1 Bo Bcex oruerax.

6. IIpockanupyiite mrpux-koa Ha kaprpumke Xpert MTB/RIF Ultra. Ha ocaose

UH(GOpPMaIIUU, CAUTAHHON CO MITPHUX-KOJ[a, MPOTPAMMHBIM 00ECIIEYeHUEM
aBTOMATHYCCKH 3aMOJHAIOTCS caeayromue nois: «Beiopars Tect» (Select Assay),
«ID nmaptun peaktuna» (Reagent Lot ID), «C/H kaprpumxka» (Cartridge SN) u
«Cpoxk rogaoctu» (Expiration Date).

7. BwiOepute myHkT Havatb aHanu3 (Start Test) (111 GeneXpert Dx) uiu OtnpaButh

(Submit) (st Infinity). B quanoroBoM okHE BBEIWTE MApOJIb, PU HEOOXOIUMOCTH.
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8. Ilpu ucnons3zoBanuu cuctembl GeneXpert Infinity momMmecture KapTpumIK Ha

KOHBEHEPHYIO JICHTY. 3arpy3Ka KapTpupkKa MPOU30iIeT aBTOMaTHYEeCKU, OYyIET
BBIIIOJIHEH TECT, @ UCIIOJIb30BAHHBIN KAPTPUUK YAAIEH B KOHTEHMHED I OTXOI0B.

WIH
s npubopa GeneXpert Dx:

A. OrtkpoiiTe 1Bepily MOAYISI IPUOOpaA C MUTAIOIIUM 3€JIEHBIM UHAUKATOPOM U
3arpy3uTe KapTpUIK.

B. 3axpoiite nBepity. [locne 3Toro HaunHaeTcsl aHaln3, U 3e€JIeHasl MHINKAaTOpHAas
JamIa nepectaeT Murath. [1o 3aBepieHnyn mpolecca aHaau3a HHIMKaToOpHast
JIaMITa BBIKJTFOYAETCS.

C. Ilpexnae uem OTKpBIBATH ABEPIY MOAYIS, JOXKAUTECH PAa30IOKHUPOBAHUS
CUCTEMON 3aMKa JIBEpPLBI. 3aT€M U3BJIEKUTE KapTPHUJIK.

D. Hcnonb30BaHHBIC KAPTPUDKH CIICTYET YIAISATh B IOAXOASAIINEC KOHTCHHEPHI
11t cO0pa OTXO/I0B 00Pa310B COIIACHO CTAHAAPTHBIM MPaBUJIaM, IPUHSATHIM B
BaIllleM YUPEKICHHUH.

10.5 lNpocmoTp M nevyatb pe3ynbLTaToB

B nanHOM paszene nepeyrcisitoTcs OCHOBHBIE JEHCTBHS 110 IPOCMOTPY U IEYATH
pe3yabraroB. bosee nmonpoOHble MHCTPYKIIMH IO IPOCMOTPY U M€YaTH Pe3yJIbTaTOB
IPEJCTaBIEHBI B pyKogoocmee onepamopa cucmemvl GeneXpert Dx wiu
pykosoocmee onepamopa cucmemvl GeneXpert Infinity, B 3aBUCUMOCTH OT
WCTIOJIb3yEMOM MOJIEIIH.

Mpun coobieHnmn pesynbratos npy nomowum JINC ygoctoBepbTECh, YTO pe3ynbrathl

Mpumeyanne CUCTEMbI COOTBETCTBYIOT TakoBbIM B JIMC ansa nons ID naumeHTa; ecnu pesynsraTtbl He

11

CONTROL

COOTBETCTBYHOT, UCMONb3YNTE TONbKO pe3ynbraTbl CUCTEMBI.

1. ns mpocMoTpa pe3yabTaToB BeIOEpUTE sIpibIk MpocmoTpeTh pesynbTathl (View
Results).

2. [Tlo 3aBepiienuu aHanusa BeiOepuTe KHOMNKY OTyeT (Report) B okHe «IIpocMoTpeTh

pesyabrarb (View Results) mist npocMoTpa otuera u (Win) NOJyYeHUs OTYETa B
dbopmate PDF.

KoHTponb KayecTBa

B xaxxapiii TeCT BXOAUT KOHTPOJIb 00paboTku obpasiia (Sample Processing Control,
SPC) u xontpons kadectBa 30H710B (Probe Check Control, PCC).

SPC — 103BOJIIET YIOCTOBEPHUTHCS B IPABMIIBHOCTU 00paboTku mpoosl. SPC
COZICPKUT HE 00Jagaromue HHQUITUPYIOMIEH CIIOCOOHOCTHIO CIIOPHI B BUJIE CYXOM
TUTACTHUHKH, KOTOPasi UMEETCS B KaXKJI0M KapTPHJIKE ISl POBEPKHU aJIeKBAaTHOCTHU
o0pabotku MBT. SPC no3Bonsier Bepupunuponars auszuc MBT (ecnu onu
NPUCYTCTBYIOT B 00pasiie) U yOeauThCsl B MpaBUIIBHOCTH 00paboTku obpasua. Kpome
TOTO, 3TOT KOHTPOJIb TIO3BOJIIET BBISIBUTH CBSI3aHHOE C 00Pa3I[OM WHTHOUPOBAHHE
peakuuu npu ucnonb3oBanuu mertona [P B peanbHOM BpemeHH.

PesynpraT 111 SPC 10skeH OBITh MOJOXKUTENBHBIM /1711 OTPULIATENIbHOM MPOOBI U
MOJXXET OBITh KaK MOJIOKUTETBHBIM, TaK U OTPUIIATEIBHBIM JJIs TIOJOKUTEIHHOM
poOsl. Kontpons SPC cunTtaercst mpoilIeHHbIM, €CITU €r0 Pe3yJIbTaT COOTBETCTBYET
BaJIMAUPOBAHHBIM KputepusiM npuemieMocTtd. Eciiu SPC He oOHapyxuBaercs npu
MOJYYEHUH OTPHUIATEIBHOIO pe3ysbTaTa TecTa, TO pe3ysbTaT OyaeT
«HeneiictBurenprbiity (Invalid).

Xpert® MTB/RIF Ultra 13
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PCC — nepen naganom [P cucremoit GeneXpert uzmepsiercs GuyopecLeHTHBIHI
CUTHAJI OT 30HJOB JUIsl IPOBEPKHU PETUJIpaTallMK I'PaHyJl, 3all0JIHEHUS PEAKLIMOHHOM
NpOOUPKHU, LIETTOCTHOCTH 30H/A0B U CTaOMIbHOCTU KpacuTelns. KoHTposns

PCC cunraercs npoRaeHHBIM, €CIIH €r0 pe3yabTaT COOTBETCTBYET YCTAHOBIEHHBIM
KPUTEPUAM MIPUEMIIEMOCTH.

UHTepnpeTauuns pesynsraTtoB

Pesynbratel Beigatores cucremont GeneXpert Ha OCHOBaHMM W3MEPEHUN
(ITyOpecleHTHBIX CUTHAJIOB U BCTPOCHHBIX aJITOPUTMOB pacuera. Pe3ynbrarel
otoOpaxarorcs B okHe lpocmoTpeTb pesynbTathl (View Results). CM. KOHKpeTHBIC
npuMepsl Ha PucyHok 6, Pucynok 7 u Pucynok 8. IlepeueHb Bcex BO3MOMKHBIX
pe3yabTaToB yKaszbiBaeTcs B Tabnuma 2.

LT D CUNTB OBHAPY)KEH CPEAHWN;
RIF Resistance OBHAPY)XEH

J|For In

Vitro Diagnostic Use

Ob6o3Ha4yeHua
[vi /| SPC; Nepenynasn
[v] [Z 1S1081-1S6110; MNepeuyHan
i [vI[”] rpo1; Nepeuynan
[/] rpo2; Nepeuynan
|| rpo3; Nepeuynasn
[/] rpo4; Nepeuynan

500

|

&= ]

300

200

dnyopecueHuMAa

100

10 ' 20 ' 30 ' 40
Lnknel

Figure 6. MTB OBHAPYXXEH CPE[JHUI; RIF Resistance OGHAPY>XEH
(npeacTaBneHne ans nonb3oBaTtens GeneXpert Dx ¢ pacluMpeHHbIMU
NONMHOMOYNAMM)
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RIF Resistance HE OBHAPYXE!
For In Vitro Diagnostic Use
, ~ ObGosHaueHua ]
600 [vi[/| SPC; Nepeuynas (4]
[vi [ZJ 1S1081-156110; NepeuyHas
500 [V | rpo1; Nepeunynan
[vI /| rpo2; Nepenynan
S 400 e Vi || rpo3; Nepemynan
H . i /| rpo4; Nepenynan
g 300
5 200
100
0
10 20 30 40
Linknel
V 7 7 7 :
Figure 7. MTB OBHAPYXXEH CPEOHWUMN; RIF Resistance HE OBHAPYXXEH
(npeacTaBneHne ans nonb3oBaTtens GeneXpert Dx ¢ pacluMpeHHbIMU
NONMTHOMOYNAMM)
EESER
IFor Research Use Only
: (22 O6o3HayeHns
: 200 [vi[/] SPC; Nepeuynas B
180 vi /] 151081156110; Mepeuynasn
v || rpo1; Nepeunynas
160 vl /| rpo2; Nepeu4nan
= 140 [l [ | rpo3; Nepeu4nan
u=:: 120 v [/] rpo4; Nepenynas
g 100
2 80
° 6o
40
20
| & 0 — =\
| @ 10 20 30 40
2 Linkne!

[ Pz <
Figure 8. MTB HE OBHAPYXEH (npeactaBneHue aonsa nonb3oBaTens
GeneXpert Dx ¢ pacluMpeHHbLIMU NOSTHOMOYUSIMN)
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Ta6bnuua 2. Pesynbratbl Tecta Xpert MTB/RIF Ultra n ux uHtepnpetaums

Pesynbrart

MUHTepnpeTauus

MTB OBHAPY>XEH BbICOKWUW;
RIF Resistance OBHAPYXEH
(MTB DETECTED HIGH;
RIF Resistance DETECTED)

MTB OBHAPY>XEH CPEOHWUW;
RIF Resistance OBHAPYXXEH
(MTB DETECTED MEDIUM;
RIF Resistance DETECTED)

MTB OBHAPY>XEH HU3KWUW;
RIF Resistance OBHAPYXEH
(MTB DETECTED LOW;
RIF Resistance DETECTED)

MTB OBHAPY>XEH OYEHb HU3KWUU;
RIF Resistance OBHAPYXEH
(MTB DETECTED VERY LOW,;

RIF Resistance DETECTED)

B obpasue npucyTcTByeT LeneBas
nocnegoBatenbHocTb MBT:

» OBGHapyxeHa myTaums LeneBon
nocrnegoBaTenbHOCTU reHa rpoB.

» SPC: HenpumeHnmo. CurHan
KoHTponst SPC He TpebyeTcs,
MOCKOSIbKY BO3MOXHA KOHKYpPEHLNSA
amnnudukaumm MBT ¢ gaHHbIM
KOHTPONEM.

* [lpoBepka KkadecTBa 30HOOB:
MPOWOEHA. Bce nposepku B
paMKax KOHTPOIisi Ka4ecTBa 30HAOB
yCreLwHo NponaeHbl.

MTB OBHAPY>XEH BbICOKWUW;
RIF Resistance OBHAPYXEH
(MTB DETECTED HIGH;

RIF Resistance NOT DETECTED)

MTB OBHAPY>XEH CPEQHUN;
RIF Resistance HE OBHAPYXEH
(MTB DETECTED MEDIUM;
RIF Resistance NOT DETECTED)

MTB OBHAPY>XEH HU3KWUW;
RIF Resistance HE OBHAPYXEH
(MTB DETECTED LOW;

RIF Resistance NOT DETECTED)

MTB OBHAPY>XEH OYEHb HU3KWUMU;
RIF Resistance HE OBHAPYXEH
(MTB DETECTED VERY LOW,;
RIF Resistance NOT DETECTED)

B obpasue npucyTcTByeT LeneBas
nocneposatenbHocTb MBT:

* He oBHapyXeHo MyTaumn Lenesomn
nocrnegoBaTenbHOCTU reHa rpoB.

* SPC: HenpMeHumMmo. CurHan
KoHTponst SPC He TpebyeTcs,
MOCKOSbKY BO3MOXHa KOHKYPEHLMS
amnnupukaumm MBT ¢ gaHHbIM
KOHTPONEM.

* [MpoBepka kayecTBa 30HO0B:
MPOWOEHA. Bce nposepki B
paMKax KOHTpOrsi KadecTBa 30HO0B
YCrMEeLHOo NponaeHbI.
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Ta6bnuua 2. PesynbraTtbl Tecta Xpert MTB/RIF Ultra n nx nutepnpetauums

Pesynbrart

MUHTepnpeTauus

MTB OBHAPYXXEH BbICOKUM;
RIF Resistance HEONPEOENEHHbIN
(MTB DETECTED HIGH;

RIF Resistance INDETERMINATE)

MTB OBHAPYX>XEH CPEOHWUW;
RIF Resistance HEOMPEOENEHHbIN
(MTB DETECTED MEDIUM;

RIF Resistance INDETERMINATE)

MTB OBHAPYXXEH HU3KWUW;
RIF Resistance HEONPEOENEHHbIN
(MTB DETECTED LOW;
RIF Resistance INDETERMINATE)

MTB OBHAPY>XEH OYEHb HU3KWUU;
RIF Resistance HEOMPEOENEHHbIN
(MTB DETECTED VERY LOW,;
RIF Resistance INDETERMINATE)

B obpasue npucyTcTByeT LeneBas
nocneposatenbHocTb MBT:

* YCTONYNBOCTb K pudpaMnuumHy
onpeaenuTb HEBO3MOXHO B CBSA3U C
HeOeNCTBUTENbHLIMWU NMUKaMK
nnasneHns.

» SPC: HenpumeHnmo. CurHan
KoHTponst SPC He TpebyeTcs,
MOCKOSIbKY BO3MOXHA KOHKYpeHLNS
amnnundukaummn MBT ¢ gaHHbIM
KOHTpOsemMm.

* [lpoBepka KayecTBa 30HOOB:
MPOMOEHA. Bce nposepku B
paMKax KOHTpOns KadecTBa 30HO0B
yCrneLwHO NPONAEHSI.

MTB Trace OBHAPYXEH;
RIF Resistance HEONPEOENEHHbIN
(MTB TRACE DETECTED;
RIF Resistance INDETERMINATE)

B obpasue npucyTcTByeT LeneBas
nocneposatenbHocTb MBT:

* He yganocb ycTaHOBUTb Hanun4yne
NI OTCYTCTBME YCTONYMBOCTU K
pudamnuumHy BCreacTeve
HeJoCTaTO4YHOW MHTEHCUMBHOCTU
NONYYEHHOro curHana.

» SPC: HenpumeHnmo. CurHan
kKoHTpona SPC He TpebyeTcs,
MOCKOSbKY BO3MOXHa KOHKYPEHUMS
amnnupukaunm MBT ¢ gaHHbIM
KOHTpOsem.

* [lpoBepka KayecTBa 30HOOB:
MPOWOEHA. Bce nposepku B
paMKax KOHTpOrs KadecTBa 30HO0B
yCrMeLwHo NponaeHbI.

MTB HE OBHAPYXEH
(MTB NOT DETECTED)

B obpasue oTcyTCTBYET LeneBas
nocnegoBaTtenbHoCcTb MBT:

« SPC: NPOVOEHA. Pesynsrat ans
SPC coOTBETCTBYET KPUTEPUAM
NPUeMNeMOCTH.

* [1lpoBepka KayecTBa 30HOOB:
MPOMOEHA. Bce nposepku B
paMKax KOHTpOns KadecTBa 30HO0B
yCnewHo NponaeHbI.

Xpert® MTB/RIF Ultra
301-5987-RU-RU, Pen. K 2024-04 r.
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Xpert® MTB/RIF Ultra

Ta6bnuua 2. PesynbraTtbl Tecta Xpert MTB/RIF Ultra n nx nutepnpetauums

Pesynbrart

UHTepnpeTauus

HEOEUCTBUTENbHbIN

(INVALID)

[Mpucytcteue unn otrcytctene MBT B
obpasue ycTaHOBUTb HEBO3MOXHO.
Pesynetat gna SPC He cooTBeTCcTBYET
KpUTEPUSAM MPUEMSIEMOCTU, NPOLECC
obpaboTkn obpasuya npowuen
HeHaanexawmm obpasom nnu MNUP
Gbina nHrmbuposaHa. NosTopuTe
aHanus. Cm. pasgen «[lpouenypa
MOBTOPHOIO TECTUPOBAHUA» 3TOrO
AOKyMEeHTa.

« HEOEVCTBUTENbHbIN
PE3YIbTAT AHAJTIM3A HA MBT:
HeBO3MOXHO yCTaHOBUTD,
NPUCYTCTBYET UM OTCYTCTBYET B
obpasue AHK MBT.

« SPC: HE NPOWNOEHA. Pesynsrar
aHanuaa Ha LeneByto
nocnegoBatenbHoCTb MBT
oTpuuaTenbHbIA, NPY 3TOM pe3ynbTaT
ans SPC He HaxoauTcsa B npegenax
JnanasoHa BanuaHOCTW.

* poBepka ka4yecTBa 30HOOB:
MPOMOEHA. Bce nposepku B
paMKax KOHTPONs Ka4yecTBa 30HO0B
yCneLwHo NponaeHsbl.

OLLMBKA
(ERROR)

[Mpucytcteue unn otrcytcteue MBT B
obpa3sue yCTaHOBUTb HEBO3MOXHO.
MNoBTOpuTe aHanu3. CM. pasgern
«lNpouenypa NOBTOPHOIO
TeCTUPOBaHUA» 3TOr0 AOKYMEHTa.

* MBT: HET PE3YIIbTATA
+ SPC: HET PE3VYIIbTATA

* [lpoBepka kadecTBa 30H40B: HE
MPOWOEHA. Bce vnu ogHa v3
NPOBEPOK B paMKax KOHTpons
KayecTBa 30HOOB He nponaeHbi(-a).

Mpumeyanue: Ecnn npoBepka

KayecTBa 30HO0B nNponaeHa, owmnbka

Bbl3BaHa c60eM KOMMNOHEHTa CUCTEMBI.
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Ta6bnuua 2. Pesynbratbl Tecta Xpert MTB/RIF Ultra n nx nitepnpetauums

Pesynbrart

MUHTepnpeTauus

HET PE3YNIbTATA
(NO RESULT)

[Mpucytcteue unn otrcytcteue MBT B
obpasue ycTaHOBUTb HEBO3MOXXHO.
[MoBTOpuTE aHanua. Cm. pasgen
«lNpouenypa NOBTOPHOIO
TECTUPOBaHNA» 3TOr0 AOKYMEHTa.
CoobuweHne HET PESYJILTATA
CBMOETENBLCTBYET O TOM, YTO cobpaHo
HeJoCTaTOMHO AAaHHbIX. Takoe
coobLleHne, HanpuMmep, MOXeT
NosABNATLCS, ecnn nabopaHT npepsan
TEKYLLMN NpoLiecc aHannaa.

* MBT: HET PE3YIIbTATA
+ SPC: HET PE3VYJIbTATA

* [lpoBepka KayecTBa 30HOOB:
HENPUMEHUMO

Xpert® MTB/RIF Ultra
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Ta6bnuua 3. Tect Xpert MTB/RIF Ultra: Bce BO3MOXHble pe3ynbraThbl

Pe3ynbraThl TeCcTa Ha yCTOMYMBOCTb
K pucpamnuumHy

Pe3ynbraTtbl Tecta Ha Tb

RIF Resistance HEOMNPEOEJIEHHbIV
(RIF Resistance INDETERMINATE)

RIF Resistance HEOMNPEOEJIEHHbI
(RIF Resistance INDETERMINATE)

RIF Resistance HEOMNPEOEJIEHHbI
(RIF Resistance INDETERMINATE)

RIF Resistance HEOMNPEOEJIEHHbI
(RIF Resistance INDETERMINATE)

RIF Resistance HEOMNPEOEJIEHHbI
(RIF Resistance INDETERMINATE)

HEQEMCTBUTENBHbINA (INVALID)

HET PE3YJIbTATA (NO RESULT)

a. Pesynbrat Cneabl 03HavaeT, 4To obHapyxeH HU3ku ypoBeHb MBT, n He obHapyXeHo
YCTONYMBOCTU K pudpamMnuumnHy. Takon pesyrnsraT CBA3aH C NOBbILLEHHON
YYBCTBUTENbHOCTLIO OBHapyxeHnst T ¢ ncnonb3oBaHnemM MHOTOKOMUNHbLIX LEeNneBbIX
nocnegosatenoHocten 1IS6110 1 1IS1081, B oTnuumne ot ob6Hapy>XeHUst YyBCTBUTENBHOCTU K
prcbaMnmumHy ¢ CNoNb30BaHNEM OOHOW KONUW reHa rpoB. CnegoBaTenbHO, Hemnb3st
onpeaenuTb Hanuune yCTOMYMBOCTU UMK YyBCTBUTENBHOCTY K pudpamnuumHy B npobe co
cnegamun MBT. Pesynetat Cneapl Bcerga o3Hadaert, 4yto RIF Resistance HEOMPEOQENEHHbLIN
(RIF Resistance INDETERMINATE).

12.1 TpUYNHbLI NTOBTOPHOro BbINONHEHUA TecTa
Brmmonnure tect IMOBTOPHO C HCITIOJIB30BAHUCM HOBOI'O KapTpU/KaA, IIPU IMOJTYYCHUHN
OIHOTO M3 CIEAYIOUIHUX PE3YILTATOB.

+  Pesynsrar HEQEMCTBUTENbLHbIN (INVALID) 03Ha4aeT, 4TO He IPOHIEH KOHTPOJIb
SPC. [Ipo0a He Obla 06padoTaHa B aHAIM3€ HAAJEKAIIUM 00pa3oM WU
npousonuio narubuposanue 1P

20 Xpert® MTB/RIF Ultra
301-5987-RU-RU, Pen. K 2024-04 r.



Xpert® MTB/RIF Ultra

*  Pesynerar OLUMBKA (ERROR) o3HavaeT, uto He mpoitieH KoHTposib PCC u Tect ObLT
MpEPBaH, MO CICAYIOIMINM BO3MOXKHBIM ITPUYHHAM: HEHAJISKAITNM 00pa3oM Oblia
3aroJjHeHa peakIMoHHas MpoOUpKa, BRISIBJICHO HApYIIIEHUE 1IETOCTHOCTH 30H/1a,
MPEBBIIIEHO MAKCUMAJIBHO JOMYCTUMOE JIaBJICHUE WIIHM MPOH301Ie] cO0i MOTyIs
GeneXpert.

¢ CooOuienue HET PE3YNIbTATA (NO RESULT) cBUIETENBCTBYET O TOM, YTO COOpaHO
HEIOCTaTOYHO JaHHbIX. Takoe coollieHne, HanpuMep, MOXKET MOSABISATHCS, €CIU
71a0opaHT NpepBall TEKYLIUH Mpoliecc aHaIMu3a.

12.2 lMpoueanypa NOBTOPHOro TeCTUpoOBaHUA
[Ipy HaNIMYKMKM HEHUCTIOIB30BAHHONW CBEKEW MOKPOTBI MJIM BOCCTAHOBJIIEHHOI'O OCaJIKa
BCEr/a cJelyeT UCIOIb30BaTh HOBBIA PEAKTHB JAJIs MPOO € LENbI0 IeKOHTAMUHAIUHT U
pazKMKEHUs] MOKPOTHI Tiepen nposeneHueM tecta. Cm. Paznen 10, [Ipouenypsl Tecta
win Paznen 10.2, Tlpoueaypa ¢ ucnonb3oBaHUEM HEOOPaOOTAHHONW MOKPOTHI.

Ecnu umeetcst 1ocTaTouHbIit 00beM HEUCTIONh30BAaHHOM MPOOKI, MOATOTOBICHHON MpHU
MOMOIIY PEaKTUBa JJis MPoo, U MpoLUIo He Oojee 4 4acoB MOcCie NePBOro
no0aBIeHuUsl peakTuBa g Ipo0, MOKHO KCIIOJIb30BaTh TaKyl0 OCTABIIYIOCS IIPOOY
JUIsL TOATOTOBKM HOBOT'O KApTPHJIXKa U NpOBeJAeHUs aHanu3a. [Ipu noBropHOM
TECTUPOBAHUU CIIEAYET UCIOJIb30BaTh TOIBKO HOBBIM KapTPUIK U HEMEIJICHHO
HayuHaTh BbinojgHeHue tecta. Cm. Pasznen 10.3, [logrotoBka kapTpumxa.

13 OrpaHnyeHunsn

Tax kak BO3MOXHOCTH OOHapyxeHust MBT 3aBUCHUT OT KOJIM4eCcTBa MPUCYTCTBYIOIINX
B 00paslie MUKPOOPraHu3MOB, I0CTOBEPHOCTh PE3YJIbTaTOB 3aBUCUT OT
npaBUILHOCTU cOOpa mpoOkl, oOpatieHus ¢ Hell U ee xpaHeHus. OuMOoUHbIe
PE3yABTATHI TECTa MOTYT OBITH CBSI3aHBI C HEMPABMWIBHBIM COOPOM MPOOHI,
HEHaJIJIeXKAITUM OOpaIieHueM C MpoOOoi UIN €€ XpaHCHUEM, TEXHUUECKOW OIMOKOMH,
nepeMelInBaHiueM MPo0 UM HEJOCTATOUHOM KOHUEHTpPAIMEeN NCXOIHOTO MaTepuara.
YroObl n30exaTh MOMyYEHHUs] OIMOOYHBIX Pe3yIbTaTOB HEOOXOAMMO TIIATEIHHO
COOMIOIaTh MHCTPYKIINH, IPEICTABIICHHBIE B TAHHOW MHCTPYKIIUHU 10 PUMEHEHHIO.

[TonoXuTenpHBIN Pe3yNbTaT TECTA HE CBUAECTENBCTBYET OJJHO3HAYHO O MPUCYTCTBUU
KU3HECTIOCOOHBIX MUKpPOOpraHu3MoB. OH MO3BOJSAET NPeANnoiaokuTh Hanmnurne MBT
Y YCTOMYMBOCTHU K pUDAMITUIIUHY.

MyTanuu wim noauMop@u3M B ydacTKax CBA3bIBaHUS IMpaiiMepa WM 30HAa MOTYT
MOBJIMSTH HA BO3MOXXHOCTH OOHAPY>KEHHUSI HOBBIX MJIM HEM3BECTHBIX mITaMMOB MJIY -
MBT unu mtaMMOB C YCTOWYMBOCTBIO K pU(aMIUIIMHY, U TPUBECTH K MOTYyUYECHUIO
HEIMPaBUJIBHOTO pe3yJibTaTa O HaJU4YMH YyBCTBUTEIBHOCTU K pU(aMIIUIIUHY.

Xapakrepuctukn Tecta Xpert MTB/RIF Ultra He oneHMBanuch y marueHTOB B
BO3pacTe 10 BOCEMHA/IIATH JIET.

Tect Xpert MTB/RIF Ultra He MOkeT MOATBEPAUTH HATUYHE YYBCTBUTEIBHOCTH K
pubaMIUIIUHY, TaK KaK MOTYT CyIII€CTBOBATh JAPYTHUE MEXaHU3MbI YCTOWYUBOCTH K
pudaMIULIUHY, OTINYAIOIIHUECS OT 0OHAPYKMBAEMBIX JAHHBIM TECTOM, U
CONPOBOXKAAIOIIMECS HETOCTATOUHBIM KJIMHUYECKUM OTBETOM Ha JieueHue. Cuenyer
PaccMOTpETh BO3MOKHOCTD JOIMOJIHUTEIBHOTO UCCIIEI0BaHNs HA YyBCTBUTEIBHOCTD K
JIEKapCTBEHHBIM TIpemapaTam Jijisi 00pa3IoB, MpU UCCIECTOBAHUN KOTOPHIX TIPH
nomonu tecta Xpert MTB/RIF Ultra o6napyxena ITHK MBT complex u myrauuu
T€Ha ¥poB, CBs3aHHbBIE C YCTOMUYMUBOCTBIO K PUPAMITULIUHY.
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14

14.1

14.2

Paboune xapaxrepuctuku tecra Xpert MTB/RIF Ultra 3aBucar or
npo(deCcCHOHaTBLHBIX HABBIKOB OIepaTopa U COOOACHMS MPOLICTYP BBHIMOTHEHHMSI
tecta. OMmMOKY MPH BHITIOJHEHUU T€CTa MOTYT MPUBOIUTH K MOTYYEHHUIO JIOKHO-
MOJIOKUTEIBHBIX WU JIOKHO-OTPHUIATENBLHBIX pe3ylbTaToB. Bee oneparopsl,
paboTarolue ¢ yCTpOMCTBOM, JOJKHBI MMPONTH HaJIekKalee o0yueHue.

KnnHnyeckue pa6oque XapaKTepnucTtukumn

B nannom paznene nepeuncisaiorcs paboure xapakrepuctuku tecra Xpert MTB/RIF
Ultra

,U,I/I3aI7IH KIMTMHN4YeCKOro nccnegoBaHus

Paboune xapaxrepuctuku tecta Xpert MTB/RIF Ultra onenuBanu B OTHOIIEHUH
obonapyxenust JJHK MBT complex u myTaruii, CBI3aHHBIX ¢ YCTOMYUBOCTHIO K
pudaMnuiuny, B 00pa3iiax MOKpPOTHI, B CPABHEHHUH C pE3yJbTaTaMu, OTy4YeHHBIMU
MIpH TTOCEeBe (TBEPbIC U/WIH KUJIKUE KyJIbTypaldbHbIe CPE/Ibl) U ONPEACIICHUN
YyBCTBHUTEJIBHOCTH K JIEKAPCTBEHHBIM IIperapaTaM, COOTBETCTBEHHO. B 1aHHOM
MHOTOLICHTPOBOM HCCJIEIOBAHUU HUCIIOJIb30BAJIA IIPOCIIEKTUBHBIE U APXUBHbBIE
o0pa3iibl HeoOpabOTaHHOW MOKPOTHI U KOHIICHTPUPOBAHHOTO OCAJKa, TTOJyUYECHHBIE
y MalKUeHTOB B Bo3pacTe 18 yer wiu crapiie. Y4yacTHUKaMU ObUIH JIMIIA C
nojno3peHueM Ha Th jerkux, KoTopbie He MoJlydalid MPOTUBOTYOEPKYIEe3HOM Tepanuu
WIHM TIPOAOJKUTEILHOCTh TEpAlMKM COCTaBUJIAa MEHee 3 IHEW 3a mociaeaHue 6
MecsueB (¢ mogo3penueM Ha Th) u nuia, paHee noiaydyaBlIne JEUYCHHUE, C
nojo3peHrueM Ha Th ¢ MHOXECTBEHHOM JIEKapCTBEHHOM yCTOMYMBOCTHIO (C
nono3penuemM Ha MJIY-TB). UccnenoBanre npoBOKUIOCH B PA3IMUHBIX CTPaHAX
mupa (benapyce, bpaswnus, Kurait, I'py3us, I'epmanus, Unnus, Utanus, Kenus,
[Tepy, FOxxnas Adpuka, Yranga, Beetnam u CIILIA). UyBCTBUTETBHOCTD U
cneruuyHocTh Tecta Xpert MTB/RIF Ultra B otHomenuu obnapysxkenus MbBT
ONPEIEIAIN TOJBKO C HUCIOJIb30BAHUEM JTAHHBIX YYACTHHUKOB C IOAO3peHueM Ha Th;
IPU 3TOM JAaHHBIE YYACTHUKOB C noao3penueM Ha MJIY-TB oO0benuusnuce s
OILICHKU pab0ovMX XapaKTEPUCTHK B OTHOIICHUH OOHAPY>KEHUSI YCTOMUMBOCTHU K
pudaMIuInHy.

OO6pas31ibl ObUTH MOTYYEHbl Y YYACTHUKOB MCCIIEIOBAHMS, Cpean KOTOPbIX 61% Oblin
myxxauHamu (n=1111), 35% xenmunamu (n=648); noa 4% (n=76) HEU3BECTEH.
VY4acTHUKY MPOXKKBAIM B Pa3INYHbIX reorpaduueckux peruoHax: 12% (n=217) B
CIIA (mrratsr Kamndopuus, Hero-Hopk u ®nopuna) u 88% (n=1618) 3a npenenamu
CIIA (benapycs, bpazunus, Kurait, I'py3us, I'epmanus, Unaus, Utanus, KOxnas
Adpuka, Kenus, [lepy, Beetnam 1 Yrannma). M3 1835 obpasmor 1228 Obuti coOpaHbI
MPOCHEKTUBHO, U 607 MoTy4YeHbl U3 3aMOPOXKEHHBIX 00pa3lloB, ApXUBUPOBAHHBIX B
OaHKax.

Paboune xapakrepuctuku tecta Xpert MTB/RIF Ultra no cpaBHeHuio C
nocesom Ha MBT

JJis MCTIONb30BaHUs B MCCIEAOBAHUM Y KaXXJO0TO YYaCTHUKA COOMPAU 10 TpeX
o0pa3110B MOKpOTHI. [IpocriekTuBHBIE 00pa3Ibl — MEPBBIM 00pa3er; MOKPOTHI
uccienoBaiu B tecte Xpert MTB/RIF Ultra, a Bropoit u TpeTuid HCHOAb30BaIH IS
nocesBa Ha Th. ApxuBHble 00pa3Lbl — pPe3yNbTaThl IOCEBA ObUIN YXKE U3BECTHBI U
MOJTy4eHBbI CTaHJIAPTHBIM MeTooM, a TecT Xpert MTB/RIF Ultra ucnons3zoBanu s
HCCIeI0OBaHuUs MEPBOro 0Opasiia JocTarouHoro oorema. Eciu pesynbrarsl Tecta
Obu coMHHUTENbHBIME (OWMEKA (ERROR), HEOEUCTBUTENbHbIN (INVALID) 1au HET
PE3YJIbTATA (NO RESULT)), mpu Hamu4mu 0Opasiia 10CTaTOYHOrO 00beMa MPOBOIUIOCH
MOBTOpHOE TecTtupoBanue. Beero ans 1,0% npoO, moayuyeHHBIX OT YYaCTHUKOB,
COOTBETCTBOBABIMX Kputepusm Briatouenus (19/1854; 95% JAU: 0,7, 1,6), B Tecte
ObLIM MOJIy4eHbl COMHUTENbHBIE pe3yibTaThl. Kucnoroycroituusbie 6akrepun (KYbD)
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B Ma3KaxX MOKPOTBI ONPEACISIN MyTeM OKpalluBaHus (PIyopecleHTHBIM aypaMUHOM-
O (AO) unu okpammuBanuto 1o Lumo — Hunsceny (ZN). Masku nonydanu u3
00pa3LoB ¢ cooTBeTcTBYONIMM pe3ynbratoM B Tecte Xpert MTB/RIF Ultra. Hanuuue
MBT B noceBe orpenensiia st BCeX YYaCTHUKOB U BCEX 00pa3lioB, MOJYUYEHHBIX Y
YYaCTHHKA B TEUEHUE CEMU JTHEH.

Paboune xapaxrepuctuku tecta Xpert MTB/RIF Ultra B oTHOmeHMN 00HapyKeHuUs
MBT no cpaBHeHuto ¢ pesynbraramu nocesa Ha MbBT, co cTtparudukarueit no
Hamnunio KYbB B maske, nokazanbl B Tabnuia 4. YyBCTBUTENEHOCTD MPHU
HCCJIeIOBAaHUU 00pa3I0B, MOJOKUTEIBHBIX U OTpULIaTeNbHBIX B TecTe Ha KYD B
Maske, coctaBuia 99,5% (426/428), 95% JAU: 98,3, 99,9 u 73,3% (200/273), 95%
J: 67,7, 78,2, coorBeTcTBeHHO. OO0111as 4yBCTBUTENBHOCTh TecTa Xpert MTB/RIF
Ultra, ne3zaBucumo ot Hanmnuus KYb B maske, cocraBuna 95,5% (1222/1280), 95%
JN: 94,2, 96,5.

Ta6nuua 4. Paboune xapakrepuctukm tecta Xpert MTB/RIF Ultra no
CpaBHEHM1IO Cc pe3ynbraTamu nocesa Ha MBT

Ma3ok/noceB
OTpuua-
MonoxutrenbHble TenbHbI
e
Bcero
MoceB
Ma3ok | Ma3ok ha MET NMoceB
Ha KYB +|/Ha KYb - + Ha MBT -
MTB
OBHAPYXEH a
Tect (MTB 426 200 630 58 688
Xpert DETECTED)
MTB/ MTB HE
RIF OBHAPYXEH
Ultra (MTB NOT 2 73 75 1222 1297
DETECTED)
Bcero 428 273 705 1280 1985
Paboune xapakTepucTUK1M — NonoX1TenbHbIW pe3ynbTaT MccriefoBaHusA
Ma3ska:
YyscTBuTENbHOCTL: 99,5% (426/428), 95% [OW: 98,3, 99,9
PaGouune xapakTepmMcTMkm — otpuuaTernbHbIA pe3ynbTaT uccrieaoBaHus
MasKa:
YyscTBuTenobHocTb: 73,3% (200/273), 95% OWN: 67,7, 78,2
Paboumne xapakTepuCcTUKM B LIeNIOM:
YyecTBuTEnbHOCTL: 89,4% (630/705), 95% OW: 86,9, 91,4
CneumndunyHocTb: 95,5% (1222/1280), 95% [OWN: 94,2, 96,5

a. Pesynbratbl MccnegoBaHus Maska oTCyTCTBOBaNu Ans 4 o6pasLoBs, C NONOXUTENBHBIM
pesynesratom nocesa Ha MBT.

PaGouue xapaxrepuctuku tecta Xpert MTB/RIF Ultra B oTHOmeHnn ooHapyskeHus
JJHK MBT complex no cpaBuenuto ¢ noceBoM Ha MBT, co crparudukanueit no
nentpam 3a npenenamu CIIA u B CIIJA nokaszansl B Tabmuua 5. U3 1985 oOpasios
1768 6putH IONy4deHsl B 1ieHTpax 3a npeaenamu CIIA u 217 B neHTpax Ha
tepputopuun CIIIA.
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Ta6nuuya 5. Tect Xpert MTB/RIF Ultra no cpaBHeHuto ¢ noceBom Ha MBT,
pasgeneHue no ueHTpam 3a npegenavum CLUA n B CLUA

3a npegenamu CLUA B CLLIA
MpoueHT MpoueHT
N (95% AON) N (95% OW)
YyBCTBUTENBLHOCT
b, MONOXWT. pe3-T 99,5% 100,0%
nccnegoBaHus 380/382 (98,1, 99,9) 46/48 (92,3, 100)
Ma3kKa
YyBCTBUTENBLHOCT
b, OTPULAT. pe3-T 73,5% 71,4%
nccnenoBaHuA 1807245 (67,6, 78,6) 20/28 (52,9, 84,7)
MaskKa
O6uwasn a 89,4% 89,2%
YYBCTBUTENbHOCTb 564/631 (86,7, 91,6) 66/74 (80,1, 94,4)
O6uwasn 95,0% 99,3%
cneunpPnYHOCTb 1080/1137 (93,6, 96,1) 142143 (96,1, 99,9)

a. Pesynbrathl MccnefoBaHusa Maska oTcyTcTBOBanu Ans 4 obpasuos, C NONOXUTENbHbLIM
pesynesratom nocesa Ha MBT.

14.3 Paboume xapaktepuctukm tecta Xpert MTB/RIF Ultra no cpaBHeHuto ¢
noceBOM, MO TUNY Ma3Ka
Pabouue xapaxrepuctuku tecta Xpert MTB/RIF Ultra B oTHOIeHnn ooHapyskeHus
MBT onpenensnu B cpaBHEHUU C pesysbraraMu nnocesa Ha MBT ¢ ncnons3oBannem
oOpa31oB, uccneaopapmuxcs Ha KYb myrem okpammuBanus AO u mo ZN.
Pe3ynwrarel nmokazansl B Tabmuma 6. M3 1985 ob6pasnos 1810 oxpammBanu AO u 175

— 110 meroxy ZN.

Ta6nuuya 6. Paboune xapaktepuctuku tecta Xpert MTB/RIF Ultra B
CpaBHeHMUM ¢ pe3synbTatamu noceBa Ha MBT B o6pa3uax, uccrnegoBaBLUMXCA
nyTem okpawmBaHua aypammHom O (AO) u no Liuno — HunbceHy (ZN).

OkpawmnBaHue OkpawmBaHue
aypamuHom O no Luno — HunbceHy
N MpoueHT N MpoueHT
(95% AONn) (95% OW)
YyBCTBUTENBLHOCTbL
, MONOXMWUT. pe3-T 99,5% 100%
nccnegoBaHus 386/388 (98,1, 99,9) 40/40 (91,2, 100)
Mas3ka
YyBCTBUTENBHOCTbL
, oTpyuar. pes-T 69,9% 87,0%
nccnenoBaHuA 153/219 (63,5, 75,6) 47154 (75,6, 93,6)
MaskKa
O6was a 88,9% 92,6%
YyBCTBUTENbHOCTb 543/611 (86,1, 91,1) 87/94 (85,4, 96,3)
O6uwasn 1145/ 95,5% 77/81 95,1%
cneunpunyHOCTb 1199 (94,2, 96,5) (88,0, 98,1)

a. Pesynbratbl UcCnegoBaHnsa Maska oTCyTcTBOBanu Ans 4 ob6pasuoB, C NONOXUTENbHLIM
pesynstaTtoM nocesa Ha MBT.
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14.4 Paboume xapaktepuctukm tecta Xpert MTB/RIF Ultra no cpaBHeHuto ¢
noceBOM, No TUNy obpasua

PaGouue xapaxrepuctuku tecta Xpert MTB/RIF Ultra B oTHOImeHnn ooHapyskeHus
MBT onpenensanu B cpaBHEHUU € pesysbraraMu nnocesa Ha MBT ¢ ncnons3oBanrem
00pa31oB HEOOPaOOTaHHOW MOKPOTHI M KOHIIEHTPHUPOBAHHOTO OCAJKa MOKDPOTHI.
Pesynwrarer moka3ansl B Tabmuma 7. M3 1895 ob6pasios 1543 npencrasmsumm coOoi
HE0OpabOTaHHYIO MOKPOTY U 442 — KOHIICHTPUPOBAHHBIA OCAOK MOKPOTHI.

Ta6nuua 7. Tect Xpert MTB/RIF Ultra no cpaBHeHuio ¢ noceBom Ha MBT, no
TUny obpasua

HeobpaboTaHHas
Ocagok MOKpOTbI
MOKpoTa
% (95%
o, o
N % (95% 0OW) N ov)
YyBCTBUTENBLHOCTb
’ 99,7% 99,0%
NONOXWUT. pe3-T 323/324 (98,3, 99.9) 103/104 (94,8, 99,8)
nccnenoBaHUMA Maska
YyBCTBMTENbLHOCTb
’ 73,4% 72,7%
oTpuuar. pes3-T 168/229 (67,3, 78,7) 32/44 (58,2, 83.7)
nccnenoBaHUA Ma3ka
O6was a 88,9% 91,2%
YyBCTBUTENbHOCTb 495/557 (86,0, 91,2) 135/148 (85,6, 94,8)
O6wasn 95,0% 96,9%
cneundUYHOCTb 937/986 (93,5, 96,2) 285/294 (94,3, 98,4)

a. PesynbraThbl ccnegoBaHMa Maska OTCyTCTBOBanu ansa 4 ob6pasuos, C NONOXUTENbHbLIM
pesynesratoMm nocesa Ha MBT.

14.5 Paboume xapaktepuctukm tecta Xpert MTB/RIF Ultra no cpaBHeHuUIO C
onpeaernieHNeM 4YyBCTBUTESILHOCTM K JleKapCTBEHHbIM npenapatam

(pndamnuumHy)

N30is1TH1, TOMYy4YEHHBIE U3 KYJIBTYD, OJNOKUTENBHBIX HA MBT, nccnenosanu Ha
YYBCTBUTEJIBHOCTh K pU(paMIUIIMHY METOAOM MPONOPLUN B arape Ha cpene
Munan6pyka nin JleBenmTeitna — VeHcena, Ha IUIaHIIETe IS ONpPE/ICICHHS
MUHUMAJILHON MHTHOMpPYIOIIe KoHIleHTpanuu Sensititre™ Mycobacterium
tuberculosis mpousBoacTBa Thermo Scientific wnu npu nomomu tecta BACTEC
MGIT» 960 SIRE xomnanuu BD. PaGoune xapakrepuctuku tecra Xpert MTB/RIF
Ultra B oTHOLIEHNH OOHAPYKEHUSI MyTallMi{, CBSI3aHHBIX C YCTOMYUBOCTBIO K
pubaMITUIIUHY, OTIPECNISIA B CPAaBHEHUHU C PE3yIbTaTaMU HCCIIEIOBAHMUS
YYBCTBUTEJIIBHOCTHU K JIEKAPCTBEHHBIM IIpenaparaM M30J4ToB B KynbTypax MBT.

Pesynbrarel B OTHOIIIEHUN OOHAPYKEHUS MYTAaIlWi, CBI3aHHBIX C YCTOWYUBOCTHIO K
pudamnununy, noayyenusie B tecte Xpert MTB/RIF Ultra, coobmanucey Toabko npu
BBISIBJIEHUU TOcienoBaTesibHocTy reHa rpoB MBT complex. Pabouue
XapaKTEPUCTUKU B OTHOIIEHUN YYBCTBUTEIBHOCTH/YCTOMUYMBOCTH K pUDaAMIUIITHY
npenctasiensl B Tabnuma 8. M3 ananu3a uckitoueHsl 00pasiibl, He UCCIIEA0BaBIINECS
Ha YyBCTBUTEIBHOCTH K JICKAPCTBEHHBIM IIperaparaM, a Takke ¢ pesyiasraramu MTB
HE OBHAPYXXEH (MTB NOT DETECTED) u MTB OBHAPYXXEH (MTB DETECTED); RIF Resistance
HEOMPEQENEHHBIW (RIF Resistance INDETERMINATE). /s 63 u3 67 o6pa3LoB ¢
HEOMPEICIICHHON YyBCTBUTEIHHOCTHIO K prU(aMIUIIMHy ObLT TOMyueH pesynasrar MTB
Trace OBHAPYXEH; RIF Resistance HEONPELENEHHbIN (MTB Trace Detetcted, RIF Resistance
INDETERMINATE).
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Tabnuua 8. Paboune xapaktepuctukm tecta Xpert MTB/RIF Ultra no cpaBHeHuro

C onpepeneHnemMm 4yBCTBUTEJNIbHOCTU K JNIeKapCTBeHHbIM MNMpenapatam

OnpepneneHne YyBCTBUTENbHOCTYU K JIEKAPCTBEHHbIM Npenaparam
YctonuuBble K | YyBCTBUTENbHbIE
Bcero
pudaMmnuuuHy | K pudamMmnuumuHy
MTB OBHAPYXEH;
RIF Resistance
OBHAPYXEH a
Z| (MTB DETECTED:; 128 12 140
> RIF Resistance
5 DETECTED)
@ | MTB OBHAPYXEH;
S| RIF Resistance HE
v OBHAPYXEH b
8| (MTB DETECTED; o 314 319
X | RIF Resistance NOT
DETECTED)
Bcero 133 326 459
YyscTBUTENBHOCTL: 96,2% (128/133), 95% [OW:
91,5, 98,4
CneumndunyHocTb: 96,3% (314/326), 95% OWN: 93,7,
97,9

a. PacxoxpgeHve pesynsrtaToB € cekBeHnpoBaHveM: 11 13 12 ycTonumBbl K pyudamnuumHy,
pesynbrat ansa 1 n3 12 HegocTyneH.

b. PacxoxgeHue pesyrnsratoB C CEKBEHUPOBAHMEM: 4 N3 5 YyBCTBUTESbHbLI K pUcpamnuuuny,
pesynetat ans 1 n3 5 HegoCTyneH.

14.6 Pab6oume xapaktepuctukm tecta Xpert MTB/RIF Ultra no cpaBHeHuto ¢

15
15.1

Tectom Xpert MTB/RIF

O6a tecta Xpert MTB/RIF Ultra u Xpert MTB/RIF ucnonbs3oBanu ajis
uccienoBanus 1594 obpasmnos. Ob1Iee coBmaieHne pe3ybTaToB s 3TUX JIBYX
TecToB coctaBmio 96,5% [(1538/1594) 95% IU: 95,5, 97,3]. CoBnaaecHue
MOJIOKUTEIBHBIX U OTPHUIATEIBHBIX PE3yabTaToB cocTaBmino 99,2% [(491/495) 95%
JU: 97,9, 99,7] u 95,3% [(1047/1099) 95% JU: 93,8, 96,4] cOOTBETCTBEHHO.

AHanuTn4yeckue paboume xapakTepUCTUKH

CyGCTaHLIVIM, npensaTcTByrouine npopeaeHNO aHarn3a

[TpoBeneHo nccneqoBaHue C UCKYCCTBEHHBIM MarepruaioM MOKPOTHI JIJIsl OLEHKHU
BJIUSIHUSL CYyOCTaHIIN, TOTEHIIUAIBHO CIIOCOOHBIX MPEMSITCTBOBATh TPOBEICHUIO
tecta Xpert MTB/RIF Ultra. Bcero onenuBanu 32 cyOcTaHIuuU, MOTEHIIUAIBHO
CIOCOOHBIX MPEMNSATCTBOBATH MPOBEACHHIO TecTa. K 3HIOreHHbIM CyOCTaHIIHM,
MOTEHIIMAJILHO CIIOCOOHBIM MPEMATCTBOBATH MPOBEACHHUIO TECTA, MOTYT OTHOCUTHCA,
MOMHMO MPOYUX, KPOBb, THOM (JICMKOIIUTHI), KIETKU U3 AbIxarenbHbIX myTel, JJHK
YeJIOBEeKa M KHUCIIOTa KeIylouHoro coka. K apyrum cyOGcTaHiusM, mOTEHIUATBHO
CHIOCOOHBIM IMPENSATCTBOBATh MPOBEJICHUIO TECTA, MOT'YT OTHOCUTBCSI AHECTETHUKH,
aHTHUOMOTUKH, aHTUOAKTEpUATIbHBIE CPEJCTBA, MPOTUBOTYOEPKYJIE3HbIE Mpenaparsl,
MIPOTUBOBUPYCHBIE MPENaparhl, OPOHXOPACIIUPSIONINE CPEACTBA, HHTATSIIMOHHBIC
OpOHXOpACHIUPSIIONINE CPEICTBA, KUBAsi MHTpaHa3ajJbHasl BaKLMHA MPOTUB TPUIIIA,
OaKTEpULIMIHOE CPEACTBO JJISl MOJOCKAHUS PTa, PEaKTUBBI sl 00paboTku oOpasua,
JIEKapCTBEHHBIN Tpenapar npotuB Prneumocystis jiroveci, TOMEOIIATUYECKUE CPENICTBA
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U1 00JIeTYeHUs allJIepruy, HHTpaHa3adbHbIe KOPTUKOCTEPOUIbl, UHTPAHA3ATbHBIC
refid, UHTPaHa3aJIbHbIE CIIPEH, AaHECTETUKH JJI TIOJIOCTH PTa, OTXapKUBAIOILIUE
CpeICTBa JUIsl IEpOPaILHOTO IPUMEHEHUs], HeHTpanusyromue Oydepsl, Tadak. ITu
CyOCTaHIIMU C YKa3aHUEM MX AKTUBHBIX KOMIIOHEHTOB M KOHLIEHTpAlUi epEYNCICHbI
B TaGnuua 9. B uccnenoBanuu NpuMEHSIINCH MOJOKHUTEIbHBIE U OTPHUIATEIbHBIC
npoOsl. [lonoxkurensHbie Mpoobl, conepxaiue kiaetku BLK B konuuectse, B 3 paza
MPEBBIIIAIOINIEM OPOT OOHAPYKEHUsI, UCCIIe0oBaIU B 8 moBTOpax. OTpHUIlaTeabHbIe

npoObI, MpeACTaBIsIONINEe coO00l cyOcTanmuu O6e3 nodasnenus mramma MKBD,
TECTUPOBAIM IO BOCEMb MOBTOPOB Ha KAXKIYIO CyOCTAHIIUIO TSl OTIPEICIICHHUS
BIUSHMS Ha QYHKIIMOHAIBHBIC XapaKTEPUCTUKH KOHTPOJIT 00padboTku obpasma (SPC).

Hu nnist onHo#t u3 32 uccieoBaHHbIX CYyOCTaHIIMN, MOTEHIIMATBHO CIIOCOOHBIX
MPENATCTBOBATh MPOBEJACHUIO TECTa, HE OBLJIO BBISIBICHO MHTHOUPYIOIIECTO BIUSHHS

(Tabnuma 9).

Ta6bnuua 9. Cy6GcTaHumMn, npenaTcTBYOWME NPOBEAEHUIO aHanu3a

KoHueHTpa
y Lums,
OnuncaHne/akTUBHbIN
Cy6cTaHums NpUMeHsB
KOMMOHEHT
lascs B
aHanuse
KpoBb KpoBb (4enose4veckasi) 5% no
obbemy
BakTtepuumgHoe cpeacTso | XrnoprekcuanHa rinokoHar 20% no
Ans nonockaHusa pra (0,12%), 20% pacTBOp obbemy
PeakTtuBbl ona obpabotkn | LletunnnpuauHa xnopua, 1% 8 | 0,5% no
obpasua 2% NaCl obbemy B
1% NaCl
Peaktubl ona obpabotkn | UetnnnupugmHa xnopug, 1% B8 | 0,5% no
obpasua 2% NALC obbemy B
1% NALC
PeakTtnBbl ona obpabotkn | LletunnnpuauHa xnopua, 1% 8 | 0,5% no
obpasua 2% NALC u 25 M uuntparta obbemy B
1% NALC un
12,5 MM
unTpaTta
Kucnota xenygo4yHoro pH ot 3 go 4, pacTteBop B BoAe, 100% no
coka HeuTpanu3oBaHHbIV obbemy
BukapboHaTtom HaTpus
Yenoseveckaa [HK/ HELA 229 10°kneTok B
KIEeTKM 1 Mn
MpoTtnBorpndkosoe CycneHaus HuctatuHa ans 20% no
CcpeacTBo, aHTUBMOTUK nepopanbHoro npuema, 20% obbemy
IlenkoumnTbl (4enoBeka) NenkounTtbl/maTepuan rHoa (30% | 100% no
nenkoumtapHasa nneHka; 30% obbemy
nnasma; 40% 3abydepeHHbIn
docdaTtom Pr3noNorniecKni
pacTBop)
AHecTeTUKM JlngokanH HCI 4% 30% no
(3HgoTpaxeansHag obbemy
NHTYBaunA)
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Ta6bnuuya 9. Cyb6cTaHuum, npenaTcTBYOWME NPOBeAeHUI0 aHanumsa

KoHueHTpa
OnuncaHue/akTUBHbIN un,
Cy6cTaHums NpUMeHsB
KOMMOHEHT
lascs B
aHanuse
PactBopbl ons NaCl 5% Bec/obbem 5% Bec/
pacnbineHus obbem
MyuuH MyumH 5% Bec/obbem 5% Bec/
ob6bem
AHTubaKTepmanbHble JleBodbnokcauumH 25 mr/mn 5 mr/mn
cpeacTBa, CUCTEMHbIE
WHTpaHasanbHble dnytnkasoH 500 mkr/cnpen 5 mkr/mn
KOPTMKOCTEpOMNabI
MHransiumoHHble AnbbyTtepona cynbdat 2,5 mr/3 | 100 mkr/mn
OpoHxopacwmpsaoLume M
cpeacTsa
AHecteTunkn ons nonoctn | Oparenb (20% 6eH30kanHa) 5% Bec/
pTa ob6bem
MpoTnBOBUPYCHbIE Aumknosup, B/B 50 mr/mn 50 MKr/mn
npenaparbl
AHTUBMOTMKOBAS HeocnopwuH (400 ep. 5% Bec/
WHTpaHa3anbHas Masb GauuTtpaumHa, 3,5 mr ob6beMm
HeomuumHa, 5000 ep.
nonMMukcunHa B)
Tabak Hwukorenb (40% akcTpakT Tabaka) | 0,5% Bec/
ob6bem
MpotnBoTyb6epkynesHole | CtpentoMuumH 1 Mr/mn 25 MKr/mn
npenaparbl
MpotnBoTY6EPKYNE3HbIE | ATambyTon 1 mr/mn 50 mkr/mn
npenaparbl
MpotnBoTybepkynesHole | IsoHnasmag 1 mr/mn 50 mkr/mn
npenaparbl
OTxapkuBatoLme l'yandgeHesuH (400 mr/Tabnetka) |5 mr/mn
cpeacTtsa ong
nepoparnbHOro
NPUMEHEHMS
MpotneoTybepkynesHole | MNMupasnHamug 10 mr/mn 10 MKr/mn
npenaparbl
MHTpaHa3anbHbIN renb lenb Lmkam 50% Bec/
(romeonatmnyeckun) obbem
MHTpaHasanbHbin cnpen | PeHnnadpuH 0,5% 1% no
obbemy
MpotnBoTybepkynesHole | Pucpamnuumny 1 mr/mn 25 MKr/mn
npenaparbl
Cpenctso ans Macno yanHoro gepesa (<5% 0,5% no
obneryeHnsa anneprum unHeon, >35% tepnuHeH- 4-01) | o6bemy

(romeonartnyeckoe)
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Ta6bnuua 9. Cy6cTaHummn, npensaTcTBYOWME NPOBEAEHMIO aHann3a

KoHueHTpa
OnuncaHne/akTMBHbIN ans,
Cy6cTaHumsa NnpUMeHsB
KOMMOHEHT
lasica B
aHanuse
Kunas nHtpaHasanbHas | >KuBas npoTMBOrpunno3Has 5% no
NpPOTUBOrpUNMNo3Has BakunHa dnymumct obbemy
BaKUMHa
lNpenapat npoTtmB MNeHTamnonH 300 Hr/mnino
Pneumocystis jiroveci obbemy
BpoHxopacwumpsaioLiee AgpeHanuH (415 UHbeKLMIN) 1 mr/mn
cpeacTeo
MpoTnBOTY6EPKYNE3HbIE | AMOKCULMNNH 25 MKn
npenaparbl

15.2 AHanuTtnyeckasi YyBCTBUTENbHOCTb
Jlnst onpenenennst 95% NOBEPUTEIBHOIO MHTEPBAJa Ul aHATUTUYECKOTO I1Opora
oOHapy>KeHUs 3TOTo TecTa ObUIH MPOBEJECHBI JONOTHUTENbHbIE uccienoBanus. [lopor
oOHapyXeHHS ONpEeesUICs KaK HaMMEHbIIIee KOJIMYECTBO KOJIOHUEOOpa3yonx
equautl (KOE) B 06pasiie, KOTOpbIii MOXET BOCIIPOU3BOANMO PA3IUYaThCs MPH
MOMOIIU TecTa OT 00pa3LoB, B KoTopbiXx MBT He oOHapyxuBanach, ¢ 95%
JOBEPUTENHHBIM UHTEPBAIOM. AHAIMTHUYECKUI opor obHapyxenus (LoD)
YCTaHABJIMBAJICS MyTeM TECTUPOBAHHS MPOO C Pa3HBIMH KOHIICHTpAUAMH M.
tuberculosis (H37Rv) B 20 moBropax; 6akrepun A00ABISIIN K KIMHAYECKUM TTpoOam
MOKpOTHI, B KOTopbIX MBT He 00HapyxuBanack.

[To pesynbraram 3TOTO HCCNeAOBaHUS, ToueuHas oneHka LoD nns M. tuberculosis
coctasisieT 11,8 KOE/mn ¢ 95% nosepurensubiM untepBaioMm 8,6—15 KOE.
OueHoyHO€ 3HaYEHHUE MOpora 0OHapYKEHUsSI U TPAHULbI JOBEPUTEIHLHOTO MHTEpBAJIa
ObUIH OIpE/ENIeHbI C MOMOIIbIO MTPOOUT-aHAIN3a JAHHBIX (KOJTUYECTBO
MOJIOKUTEIBHBIX PE3YJIbTAaTOB CPEAM BCET0 KOJIMYECTBA MPOBEICHHBIX TECTOB IS
Ka)KJIOTO YPOBHSI KOHIEHTPALINH).

15.3 AHanutnyeckas cneunnyIHOCTb (3KCKNHO3UBHOCTD)
Tect Xpert MTB/RIF Ultra npumMensu st uccie0BaHusS MaTepUasos,
conepkaux KyapTypsl 30 mramMMoB HeTyOepKyae3Hblx MukooakTepuii (HTM).
Kaxxnpiit uzonar no6asisuiu B Oy(epHbIil pacTBOpP U TECTUPOBAIU B KOHLIEHTPALIUAX
>107 KOE/Mit; HCCIE/10BaHus BBIIONHUIN B Tpex nopropax. Cm. Tadnuna 10.

Tabnuua 10. WWrammbl HTM, ucnonb3oBaBLumnecs A5 OLEeHKU

cneundunyHOCTHU
Mycobacterium avium subsp. avium Mycobacterium scrofulaceum
Mycobacterium celatum Mycobacterium simiae
Mycobacterium chelonae Mycobacterium szulgai
Mycobacterium gordonae Mycobacterium
Mycobacterium haemophilum Mycobacterium triviale
Mycobacterium abscessus Mycobacterium vaccae
Mycobacterium asiaticum Mycobacterium xenopi
Mycobacterium flavescens Mycobacterium smegmatis
Mycobacterium fortuitum subsp. Mycobacterium interjectum
Mycobacterium gastri Mycobacterium peregrinum
Mycobacterium genavense Mycobacterium mucogenicum
Xpert® MTB/RIF Ultra 29
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15.4

Tabnuua 10. Wrammbl HTM, ucnonb3oBaBLumnecst A5t OLEeHKN
cneuudunyHocTu (MpoaonxeHue)

Mycobacterium intracellulare Mycobacterium goodii
Mycobacterium kansasii Mycobacterium shimodei

Mycobacterium malmoense Mycobacterium phlei
Mycobacterium marinum Mycobacterium terrae

B sToM niccnenoBannm ObUTH MOTYYEHBI CICTYIONINAE PE3YIbTAThI JJIs1 BCEX 00pasIoB,
conepxamux nzonatel HTM — MTB HE OBHAPYXEH (MTB NOT DETECTED). B
UCCJIEIOBAaHUHU MCTIOB30BAIM MOJIOKUTEIBHBIN U OTPULIATETbHBIA KOHTPOJIH.
Cneuuduanocts Tecta coctabmia 100%.

Kpome Toro, uToObl yCTaHOBUTH, MPEMATCTBYIOT JIM BbICOKME KOHIeHTpauuu HTM
BeisiBiieHUI0 MBT, mpucyTcTByronmx B mpobe B HeOOIbIIOM KOJIHYECTBE, IECTh
ITAaMMOB U3 TiepeuncieHHbIx B Tabnuima 10, cMemmBanm co mraMmmMomM
MukobakTepuu Tyoepkynesa H37Rv B mokporte. Koneunas konuentpaius HTM
cocrasmia 10° KOE/mn, a mramma H37Rv — 36 KOE/mi.

tammbr HTM, koTopbie ObUTH TPOBEPEHBI HA CIIOCOOHOCTH MPEMSITCTBOBATD
obnapyxenuto MBT (H37Rv):

* M. abscessus, ATCC 19977

* M. avium xnuandeckue u3oiaTel National Jewish Hospital

* M. celatum, xnunndeckue n3oiaThl National Jewish Hospital

* M. kansasii, ATCC 12478

* M. gordonae, ATCC 14470

* M. intracellulare, knuanueckue n3omaTel National Jewish Hospital

UccnenoBannbie mraMmbl HTM He npensitcTBoBain oOHapyxenuto M. tuberculosis B
koHueHTpauuu 36 KOE/mi; T.e. momyueHHbI curHai ObUT TaKUM Ke, KaK MpH
WCIIOJIb30BaHUH TOJIbKO mTamma H37Rv.

Buabl/wtammsbl, Ucnonb3oBaBLUMECS OSIS OLIeHKU cneundPUuyHoOCTU

B uccnenoBanuu BO3MOXXHOCTH TOJTYUYEHHUS JIOXKHO-TIOJIOKUTENBHBIX PE3YJIBTaTOB
tecta Xpert MTB/RIF Ultra ucnonp3oBanu cieayronme MUKpOOPTraHU3MBbI, BKIIIOYas
TpaMOTpPHUIIATEIbHBIC U TPAMIIOIOKHUTEIbHbIE OaKTepUH, TPUOKOBBIC
MUKPOOPTaHU3MbI, BUPYCHI U Ipoxku. Kaxapiil n301at BHOCHIN B Oy(depHbIit
pacTBOp M UCCIEA0BAIA B KOHIEHTPAIUAX >107 KOE/mn (OGaxkTepuu U TpUOKM) WU
>10% kommit/m (reromuas JIHK Gaxrepuii u rpu6kos) u >10° TCIDs( /M (BUpYCBI).

Tab6nuua 11. Buabl n wutammebl

PecnupamopHo-
Acinetobacter CUHUuUMuarsnbHbIU
baumannii Klebsiella pneumoniae | eupyc mun B
Aspergillus
fumigatus Moraxella catarrhalis Rhinovirus
Candida albicans Neisseria meningitidis | Staphylococcus aureus
Chlamydophila Staphylococcus
pneumoniae Neisseria mucosa epidermidis
Stenotrophomonas
Citrobacter freundii | Nocardia asteroides maltophilia
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Ta6bnuua 11. Buabl n wrammel (MpogomkeHune)

Corynebacterium Bupyc napaepunna Streptococcus
xerosis mun 1 agalactiae
Bupyc napazpunna
KopoHasupyc mun 2 Streptococcus mitis
Enterobacter Bupyc napaepunna
cloacae mun 3 Streptococcus mutans
Pseudomonas Streptococcus
Escherichia coli aeruginosa pneumoniae
PecnnupamopHo-
Haemophilus CUHUUMuarsnbHbIU Streptococcus
influenzae eupyc mun A pyogenes
MemanHeemoesupyc
yesiogeka (hMPV)
16 mun A1

B ycioBusix 1aHHOTO UCCIEN0BAHUS I BCEX MCIOJIb30BAHHBIX MUKPOOPTraHU3MOB
nonyyeH pesyasrar MTB HE OBHAPYXEH (MTB NOT DETECTED). B nccnenoBanuun
WCIIOJIH30BAJIN MOJIOKUTEIBHBIN U OTPUIIATENIbHBIA KOHTPOJIU. CrieniuuIHOCTh TecTa
coctaBmia 100%.

15.5 AHanuTu4yeckas MHKMIO3MBHOCTb
Tpunnare cemb mrammoB MBT complex, Bkimtogatomue 16 mramMmmMoB,
YYBCTBUTEJIbHBIX K pUPaAMIUIUHY C LIEHTPAIbHBIM PETUOHOM I'€Ha 7POB «IUKOTrO
TUNa», 1 21 mramm, yCTONYMBBIA K pUpaMIIMLKHY, UCCIEIOBAIIN IIPU TOMOLIY TECTa
Xpert MTB/RIF Ultra. O6pasust JIHK, nony4yennsie B 0011el cioxxHOCTH OT 37
mrammoB MBT, O6b1mu mpoTecTupoBanbl Ha cucteme GeneXpert o mpotokoiry Xpert
MTB/RIF Ultra, moguduuuposannomy s ananuza JJHK. Cocrasnsromue
KOHEYHOTO 3Tala peakuuu U ycaoBus nposeaeHus nukiioB [P coorBeTcTBOBaIN
MPOTOKOITY, pa3paboTaHHOMY JJIsl aHaln3a 00pa3lloB, MOTYYEHHBIX OT MAlMEHTOB.
JIBeHanmarh mraMMoB ObLTH moay4deHbl 3 Koiuieknuu BO3/TBU (CnernuansHoi
[IPOrpaMMbl MO HAYYHBIM MCCIIEAOBAHUSIM U MOATOTOBKE CHELMAIUCTOB B 00JIaCTH
TpONMUYECKUX O0JI€3HEN) U 6 ITAMMOB U3 KOJUIEKIUU Jaboparopun Parrepckoro
yYHUBEpCHUTETA. B 11e710M 3TH mITaMMbl OBLITH TIPECTABICHBI H30JIATaMU U3 8§ CTPaH, U
BKJIIOUa M 21 ycToiuuBbIi K pudaMIuIHy HU30JIAT, C TOYSUHBIMH, ABOMHBIMU U
TPOMHBIMU MYTALIUSIMH LEHTPAIBHOIO peruoHa reHa rpoB. [IpoObl uccnenosanu
nytem BHecenust 100 mxn JIHK B kamepy nist nu3zara kaptpuka. B kauecte
OTPHUIATEILHOTO KOHTPOJISI UCIONIb30Basics OydepHblil pacTBop. B Tecte Obun
MPaBUIBHO UACHTUPUIIMPOBAHBI BCE 16 MITAMMOB «JIUKOTO THIa» U MPaBUIHHO
oOHapy»eHa yCTOMYMBOCTh K pudpaMnuuuny y 18 u3 21 mramma, yCTOWYUBOTO K
pudaMIUIMHY ¢ MyTallsIMH [IEHTPAJIbHOTO peruoHa reHa rpoB. Heonpenenenupiii
pE3yabTaT B OTHOILIIEHUU YCTOMYMBOCTU K PUDAMIUIIMHY TONTYYEeH sl 3 MyTaHTHBIX
HITaMMOB.

15.6 AHanuTu4yeckasi MHaKTUBaUUS MUKOOGaKTepuin B o6pasuax MOKPOTbI
Jle3nHUIMpyoy0 akKTHBHOCTh peakTuBa i oopas3noB Xpert MTB/RIF Ultra
OTIPEACIIAIIN CTAHIAPTU30BAHHBIM METOJOM KOJIMYECTBEHHOTO U3MEPEHHUS
TyOepKyJIOLUIHON aKTUBHOCTH B KyJbType. B 00pa3iibl MOKpOTHI JOOABISIIUCH
KuBble M. bovis B BBICOKOW KOHIICHTpAIUH, 3aTeM J00aBIISJICS PEaKTHB IS
o0pa31oB B cootHomenun 2:1. [lomyueHnnas cMech MHKyOupoBanach B Te4eHHe 15
MuHyT. [locne nukyOauu cMech peakTuBa Jjisi 00pa3lioB U MOKPOTHI ObLIa
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HENUTpalM30BaHa MyTeM pa3BeleHUs U GUIbTPALlMU, U 3aTEM HCCIIEI0BaIach
KyJIbTypaibHbIM MeToAoM. JKuznecrnocoOHOCTh M. bovis U3 MOATOTOBICHHON TaKUM
00pa3oM MOKpOTHI ObLIa HUXKE HE MeHee YeM Ha 6 1g o cpaBHEHHUIO ¢
HEMOJIrOTOBJIEHHBIM KOHTPOJIbHBIM 00PAa3IOM.

Kaxxnas maGopatopus qoKHA CaMOCTOSITEIbHO ONPEEATh Je3UHPEKIIMOHHY IO
3¢ (PEKTUBHOCTDH peaKTHBa I 00pa3IOB ¢ IPUMECHEHHEM COOCTBEHHBIX
CTaHJIaPTU30BaHHBIX METOIOB U CJICIOBATh BCEM HOPMATUBHBIM TPEOOBAHUSAM I10
OMOJIOTUYECKOM OE30MaCHOCTH.
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FonoBHOM oduc

Cepheid

904 Caribbean Drive
Sunnyvale, CA 94089
CoeanHeHHble WTaTbl AMepukn

TenedooH: +1 408.541.4191
dakc: +1 408.541.4192
www.cepheid.com

18 TexHu4eckas nogaepxka

EBponenckuun ocpumc
Cepheid Europe SAS

Vira Solelh

81470 Maurens-Scopont
dpaHuums

TenedooH: +33 563 825 300
dakc: +33 563 825 301

www.cepheidinternational.com

[Ipexxae uem oOpamarbes B ciyxk0y TexHuueckoi noanep:kku komnanuu Cepheid,
MOJITOTOBBTE CIIEAYIONIYI0 HH(POPMAIIUIO:

 HasBanwue uznenus
* Howmep naptum

*  Cepuiinblii HOMep npudopa

*  Coo0bmienus 00 omuoKkax (€ciam UMEHOTCS)

*  Bepcus nporpaMMHOro o0ecredeH s v, pu HAIUYUU, CEPBUCHBIA HOMED

KOMITbIOTEPA

KoHTakTHas nHdopmauums
CoeaunHeHHble WTaTbl AMepukn
TenedooH: + 1 888 838 3222

AQpec aneKkTPOHHOM MOMTbI:
techsupport@cepheid.com

®dpaHums
TenedooH: + 33 563 825 319

AQpec aneKkTPOHHOW MOMThI:
support@cepheideurope.com

Konraktnas undopmanus npyrux oducos komrnanuu Cepheid npencrasieHa Ha
HanieMm BeO-caiite o agpecy www.cepheid.com win www.cepheidinternational.com
Ha BkJajke NOAAEPXKA (SUPPORT). BoiOepute nmyHKT «CBsizatbes ¢ Hammy» (Contact Us).
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UHdopmauma o nponssoagutene

Cepheid AB, Rontgenvigen 5, SE-171 54 Solna, Sweden
(Cedun Ab, PentrenBaren 5, SE-171 54 ConbHa, [1IBenus)
Ten\ daxc: +46 (0)8 6843 7000

e-mail: techsupport@cepheid.com; support@cepheideurope.com

MapaHTUM npousBoauTens

[IpousBoaCcTBO MMEET cepTUGUIMPOBAHHYIO Ha COOTBETCTBUE TPEOOBAHUSIM
MexayHapoAaHbix ctangapToB [SO 13485:2016 cucteMy MeHEIKMEHTa KaueCTBa.

[To Bompocam, kKacarmImMUMCs Ka4ecTBa U oOpallleHus Habopa peareHToB, 00paTUTECh
K YIOJIHOMOYEHHOMY IpeacTaBuTento Ha Tepputopun PO: OO0 «PycJIT».

P®, 117335 r. Mocksa, yi. BaBumosa, a1. 69/75, stax 8, kom. 29
Ten.: +7(499)-350-50-98. e-mail: info@ruslt.ru.

YcnoBusa ytunusauum

Hcnonb30BaHHbIE U3/1€TMsI OTHOCATCA K OTX0/aM kjacca b u yrunusupyrorcs B
cootBercTBuM ¢ CanlluHom 2.1.7.2790-10 “CanutapHO-31UAEMUOIOTHYECKUE
TpebOoBaHMs K OOPAIICHUIO C MEIUIIMHCKUMU OTX0oaaMu’” (yTB. MTOCTAHOBICHUEM
JIABHOTO TOCYJapCTBEHHOIO caHUTapHOro Bpadya PO ot 9 gexabps 2010 r. N 163).
W3nenus, npuiieanie B HErOAHOCTh, B TOM UHUCJIE B CBSI3M C UCTEYEHHEM CPOKa
TOJTHOCTH, MOAJIEKAT YTHIN3ALUY.
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Xpert® MTB/XDR

s Ouacnocmuveckux mecmos in vitro

1 NaTeHTOBaHHOE Ha3BaHue

Xpert® MTB/XDR

2 O0OwenpuHATOE UNKU pacnpocTpaHeHHoOe HauMeHoBaHue

Xpert MTB/XDR

3 HazHauyeHue

3.1 HasHauyeHue

Tect Xpert MTB/XDR, BrimonHsiemblii Ha cucteme npubopoB GeneXpert, IpeacTaBiseT cOO0H KaueCTBEHHBII
JIUarHOCTUYECKUH TECT in Vitro, OCHOBaHHbIM Ha FHe3HOM nonumepasHoii nenHoil peakuuu (I11P) B peanbHOM BpeMeHU
Y IPUMEHSIEMBIH ¢ 1enbio oOHapyxkenus JIHK kommekca Mycobacterium tuberculosis (MBT) ¢ mupokoii JiekapCTBEHHON
ycroiiunBocThio (ILIJTY) B 06pasiiax HeoOpabOTaHHONH MOKPOTHI HITH KOHIICHTPUPOBAHHBIX 0CAIKaX, IPUTOTOBJICHHBIX U3
MOKpOTHI, WK B KynbType BD' Mycobacterial Growth Indicator Tube (MGIT""). B 06pa3siax, B KOTOpbIX 0GHApYKeHa
MBFT, Tect Xpert MTB/XDR Taxske MoxeT 00HapyXHUTh MyTalllH1, CBSI3aHHbIE C YCTOWYMBOCTBIO K 3oHMazuay (INH),

B reHax katG u fabG1, nureprennoit obnactu oxyR-ahpC v npomorope inhA; ycroiunBocthio k aTnoHamuny (ETH),
CBSI3aHHYIO TOJIBKO C MYTalMsIMU IIPOMOTOpa inhA; ycroitunBocthio K propxunonony (FLQ), cBs3aHHyI0 ¢ MyTalUsMH B
obnactax gyrd u gyrB, onpenensomux ycToiunBocTs k xuHonoHaM (QRDR); n MyTaiuy, CBsI3aHHBIE ¢ YCTOHUUBOCTBIO K
MHBEKIMOHHBIM IIpernaparaM BTOPOH JINHUU B TeHE 77'S ¥ IPOMOTOPHOM yUacTKe eis.

Tect Xpert MTB/XDR npenna3naueH Jyist IpUMEHEHHUsI B Ka4ECTBE yTOUHSIOLIEro TecTa ¢ 00pa3ioM (HeoOpaboTaHHOH
MOKPOTO#i, KOHIICHTPHPOBAHHBIMHU OCaJKaMH MOKPOTHI Wi KyiasTypoit MGIT), B koTopbix 00Hapyxena MBT. Tect
npeqHa3HauYeH AJIs OKa3aHUsI OMOIIM B TUAarHOCTHKE TyOepKylie3a ¢ MINPOKOH JeKapcTBeHHOH ycToitunBocThio (ILIJIY-TH)
B COUYCTAHUHM C KIMHUYECKUMH U IPYTHMH J1a00paTOPHBIMU JaHHBIMU.

3.2 LleneBo nonb3oBaTenb/LeneBas okpyXxarLlasa cpeaa

Tect Xpert MTB/XDR npenna3zHaueH Uis HCIIOIB30BaHKS B T1a00paTopuu 00yYEHHBIMH CHIEIUAINCTAMHU.

4 KpaTkue cBeaeHuUs1 1 pa3bsACHEHUA

Ty6epkyne3 (Th) — ato 3aboneBanue, Bei3BanHOE Mycobacterium tuberculosis, KOTOPOE OCTACTCS OMHUM U3 TIIABHBIX
IIPUYUH cMepTH oT 3aboneBanuii B mupe. Ilo cymecTByromum onenkam, B 2018 roxy o6HapyxeHo 10 MHIIIIOHOB HOBBIX
cirydaeB Th 1 nprMepHO HOJMIMIJIIIMOHA HOBBIX CIIydaeB pudaMnuiuH-ycroitunsoro T, u3 kotopsix 78 % nmemn Th ¢
MHO)KECTBEHHOM JIEKapCTBEHHOI ycToiunBocThio (MJIY-TB)!. MJIV-TB, ompemesnsieMblii [0 yCTONINBOCTH K H30HHA3ZHITY
u pudammunuHy (1ByM Hanooiee 3 GeKTHBHBIM NpenaparaM IepBoi JIMHHIMN), TIO-IPEKHEMY SBISETCS yTPO30ii
00IIeCTBEHHOMY 37I0pOBBIO, 1 BecemupHas opranmzarms 3npaBooxpanenus (BO3) BeimycTiiia HOBBIC peKOMEH [alH

[0 JICYEHHIO, IOJYEPKUBAIONINE 3HAYCHHE OBICTPBIX TECTOB HA UyBCTBUTEILHOCTD K JICKAPCTBEHHBIM MIpenaparam2:.
Hecmotps Ha 510, B 2018 Tomy Bo BceM Mupe uucio cirydaeB MJIY/pupamnunua—ycroitansoro Th cocraBuno Tomsko 39 %
OLICHMBAEMOT'0 KOJIMYECTBA BIICPBbIE BBIABJICHHBIX CIIyYaeB, H YMCIO MOJIYYaloLIUX JIEYEHHUE [AIMEHTOB cOCTaBmIo 32 %!.
AHanorugHeIM 00pa3oM, TaKKe CyIIeCTBYET BO3pacTaoIas 03a004eHHOCTh HEANATHOCTHPOBAHHBIMU M HEICUCHHBIMU
CITydasiMH U30HUA3HI-YCTOMYHBOTO pudammauH-ayBcTBUTENbHOTO Th. Bes nerkoro noctyna k Tecram INH-ycroitanBocT

Xpert® MTB/XDR 3
302-3514-RU, Pegn. F
Anpenb 2023 r.



Xpert® MTB/XDR

pa3sHbIe CTpaHBI CTPEMSATCS BBISABIATH MALMEHTOB M MPUMEHAIOT pexoMeHnamu BO3 2018 roxa mo neyeHn o H30HHA3HI-
ycToiunBoro pudammnanuu-ayscreutensuoro Th (Hr-TB)*. Haubonee tsokensie cnyuan Th Beisgansl mrammamu MJIY-TB
C IPUOOPETEHHO JOMOTHUTENBHOM YCTOHINBOCTBIO K (PTOPXUHOMOHAM U JIF0OOMY OHOMY U3 HHBEKIIMOHHBIX MPENapaToB
Bropoii muaun: amukauey (AMK), kanamununy (KAN) wnu kanpeomununy (CAP). DTH BEICOKOYCTOWYHBBIE IITAMMBI
HA3bIBAIOTCA IITAMMaMH TyOepKyJie3a ¢ IHPOKoi JiekapcTBeHHOH ycroiunBocThio (LLJIY-TH). LLIJIY-Th ouens TpyaHo
JICYUTH, U OH MOXKET COIPOBOXKAATHCS BBICOKOI CMEPTHOCTBIO, 00BIYHO MpH oTcyTcTBUU nuarHoctiku LJIY-Th u nozaaem
HA3HAYEHUU COOTBETCTBYIOLIETO JICUCHHS .

HUccnenoBanus nekapcTBeHHOW uyBcTBUTENbHOCTH MBT, CBsI3aHHBIE ¢ KYIbTypaMu M ()eHOTHIIOM, 3aHUMAIOT MHOTO
BPEMEHH, TPYIOEMKH U HPEACTABISIOT CEPbe3HbIC OMOIOTMYECKUH PUCK AT COTPYAHHKOB Ja00paTOpHid, B pe3ynbrare

4ero B CTpaHax, SHAEMUYHbBIX 110 MBT, 4nciio akkpeauToBaHHbIX Jlaboparopuit Mano?. Jlaxe eciu UCCIeN0BaHus
YYBCTBHUTEJILHOCTH Ha OCHOBE KYJIBTYp AOCTYIHBI, UX BHIIOJHEHUE MOXKET 3aHATh OT HECKOJIBKHUX HEZIENb A0 MECSIIEB.
Bo3MoxHO Takxke HccieoBaHue JiekapcTBeHHOW uyBcTBUTENbHOCTH MBT ¢ mpuMeHeHrneM OBICTPBIX, YyBCTBUTEIBHBIX

U OoJiee O€30MaCHBIX TECTOB JUIS OIPE/eIeH s TeHOTHIIA, B KOTOPBIX YCTOWYHUBOCTD OIPEEIISIeTCs IIyTEM BBISBICHUS
MyTalui, HECYIIUX YCTOHIUBOCTD K TIpenaparaM NepBOi U BTOPOM JIMHUK Y GOJBIINHCTBA KINHHYECKUX [ITAMMOBZ,
TToxxombl K TeCTaM Ha OCHOBE OIPE/ICJICHUS TEHOTUIIA MOTYT OBITh CBEJICHBI K HECKOJIBKHUM BBIIIOJIHSIEMbIM BPYYHYIO dTaram
1 OoJiee IPUTOHBI K MPUOIMKCHHOH K IAI[MEHTy IIOMOLIH, YTO MOXKET CYIIECTBEHHO PaCIIMPUTh UX JOCTYITHOCTb JUIS
TPYIII, HEJOCTATOYHO OXBAYEHHBIX MEIUIIMHCKOM MOMOIIBIO, B YCIOBHSX HU3KOU U BBICOKOW DHIEMUYHOCTH.

5 MpuHUMNbI NpoBeaeHUsA npouenypbl

Tect Xpert MTB/XDR siBisieTcst aBTOMaTH3MPOBaHHBIM THAarHOCTHYECKUM TeCTOM in vitro 1uis BeisBierns JJTHK xommiekca
HIJTY-MBT u cBsi3aHHBIX ¢ ycTOituMBOCThIO MyTauuii. Tect npoBoautcs Ha Cepheid, ocHamenHom 10-1BeTHBIMU
moxaysimu GeneXpert.

B 00beuHEeHbI 1 aBTOMATH4ECKH BBIOIHAOTCS CIIEYIOIIHME MPOLIECChI: MOArOTOBKA 00pa3LoB, aMIUIU(UKAIHA
HYKJICMHOBBIX KHCJIOT U BBIBIICHHE LIEIEBBIX MOCIEI0BAaTENbHOCTEH B 00pa3iax ¢ ucrnonabs3oBaHueM rae3nHoi [11P B
peaIbHOM BPEMEHH M OOHAPYKEHHUS IIMKOB IIJIaBICHHSA. COCTOMT U3 PHOOpa, NePCOHaIbHOTO KOMIIBIOTEpPA, CKaHepa
IITPUXKOJOB U IIPEYCTAHOBIEHHOTO IIPOrPAMMHOI0 00eCIeueH s VISl yIPaBJICHHUS IPOLECCOM aHaIn3a COOpaHHbIX
00pasIoB U IPOCMOTPa Pe3y/IbTaToB. DTa CUCTEMa TpeOyeT IPUMEHEHHUS OZIHOPa30BbIX KapTpukeil Xpert, KOTopble
cozeprkar crieupUIHbIe Il HEeJIeBO MOCIeA0BaTeIbHOCTH peareHThl noaumMepasnoi uentoi peakiuu (I11P) u sBistorcest
MecToM BeinonHeHus npouecca I[P u oOnapyxenust nuka ruiaBneHus. [lockonbKy KapTpumku Xpert mpeacTaBisiiorT coboit
LETIOCTHBIE CHCTEMBI, PUCK MEPEKPECTHON KOHTAMUHALIMU 00pa3IoB cBeleH k MUHUMYMY. [lonHOe onucanue cucteMsl
TPUBOJUTCS B .

Kaprpumk tecra Xpert MTB/XDR copepxut pearentst st onpeaenenus LIJTY-MBT, a Takxe KoHTpoib 06paboTku
obpasua (Sample Processing Control, SPC), npexHa3HadeHHBbIH 1151 00eCTIeueHuUs NPaBUIIbHOI 00pabOTKH 1IeIeBbIX
HocleoBarebHOCTel OakTepuii 1 BoisiBieHUs: HHrHOUTOpoB peakuuu [TI{P. Kontpons 301108 (Probe Check Control,
PCC) npennasHaueH Ui NpOBEPKU peruaparayy peareHToB, 3anoaHenus npobupku 1 [P B kapTpumke, e10CTHOCTH
30H/I0B M CTAOMJIBHOCTH KPACHUTEIs.

Kaprpumk tecra Xpert MTB/XDR copepxuT Bce peareHTbl, 3a HCKIIOYEHHEM peareHTa Ajst oopasua, AJst KOTOPOoro
TpelyeTcsi, 4ToObI MOJIb30BaTe b 00aBUII €ro B 00pa3el] HeMmoCPEACTBEHHO Nepe 3arpy3koii odpadoranHoro odopasua B
kapTpu K. TecT npeaHasHaueH JUIS UCHIOIb30BaHUS B KA4ECTBE CPEACTBA YTOYHEHHS PE3yJIbTara Ui 00pasLoB, B KOTOPBIX
6bu1a o6Hapyxena MBT.

Pe3ynbraThl HHTEPIPETHPYIOTCS POrpaMMHbIM obecriedeHneM GeneXpert Ha OCHOBAHMU U3MEPEHHMIT (ITyopeCLieHTHBIX
CHMTHAJIOB ¥ BCTPOCHHBIX aJI'OPUTMOB pacyera, a 3aTeM otodpakatorcs B okHe «IIpocMoTpets pesyibsrarsy (View
Results) B TabnnunoM u rpaduueckoM popmarax. OH TakKe COOOLIALT, €CiM aHAIN3 HeJCHCTBUTEIIBHBIN, C OIIHOKOM
unu 6e3 pesynsrara. Xpert MTB/XDR o6Hapyxusaet LILIJIY-MBT c¢ ycroitunBoctsio k m3onnasugy (INH), stnonamuny
(ETH), ¢ropxunomnony (FLQ) u nHbeKunOHHBIM npenaparam Bropoit aunuu (SLID) HenocpencTBeHHo B 00pa3uax
HeoOpaboTaHHOI MOKPOTHI HII KOHILIEHTPHPOBAHHOIO OCaJKa MOKPOTHI MeHee 4eM 3a 90 MUHYT.

6 KoMnneKkT nocTtaBku

Ha6op Xpert MTB/XDR comep>xut peareHThl B KONHYECTBE, JOCTATOYHOM TSl aHann3a 10 MOTyd4eHHBIX OT MAIMEeHTOB
00pa3noB MUiIH 00pa3noB st KOHTPOISI KadecTBa. B Habop BXOIAT ciemyromue KOMIIOHEHTHI:

4 Xpert® MTB/XDR
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Xpert MTB/XDR KapTpuaxxu co BCTPOEHHbIMU PeaKLMOHHbIMU 10 B Kaxaom HaBope

npo6upkamu
no 1 Kaxpgoro Tuna B
OOHOM KapTpuopke
e [paHynbl 1, 2, 3, 4 n 5 (NMochmnmanpoBaHHbIE) no 1 kaXxaoro Tuna B
e [paHyna koHTpons 06paboTkun ob6pasua (NMModmnuarpoBaHHasi) O[JHOM KapTpuaxe
o PeareHt 1 4,0 Mmn B 0ogHOM
e PeareHt 2 KapTpuoxe
4,0 Mmn B 0gHOM
KapTpuake

1 nakeT ¢ 12 WT. Ha

OpHopa3oBble NUNEeTKU ANs nepeHoca
AHOP A P HaBop

10 wT. X 8 MN B ogHOMN

PeareHT ans o6pasuos GyThbinke

Komnakr-guck 1 B KaXxgom Habope

e aninbl onncaHus Tecta (assay definition files, ADF)

WHcTpykumsa no nmnopty danna ADF B nporpammHoe obecneveHne
GeneXpert

® VIHCTPYKUMS MO NPUMEHEHWIO (BKNagblLL-MHCTPYKLNS)

LiBeT peareHTa ans 06pasuLoB MOXET BapbUpOBaTLCA OT GECLBETHOMO [0 XKENTOro Unn siHTapHoro. LiBeT moxeT

Mpum
P CTaHOBUTLCS Gonee NHTEHCUBHBIM CO BpEMEHEM, HO OH He BIUSieT Ha paboune xapaKTepucTuKu.
Moum Macnopta 6e3onacHocTu (Safety Data Sheets, SDS) MmoxHo HanT Ha www.cepheid.com unm
PUM. www.cepheidinternational.com Ha Bknagke SUPPORT (MOOOEPXKA).
[ns narotoBneHus Gbl4bEro CbIBOPOTOYHOMO anbbymuHa (BCA), BXOASLLEro B COCTaB rpaHyn AaHHOMo Usgenws,
1crnonb3oBasachk TOMbKO Mna3mMa KPoBW XUBOTHBIX, BblpalleHHbIX B CLLA. B nuLLy )UBOTHBIX He f0GaBnsnuch
MpwuMm. 6Gerku, NonyyYeHHbIe U3 TKAHEN KBaYHbIX XXMBOTHbIX, @ Takke Apyrne Genkm XXMBOTHOTO MPOUCXOXAEHUS; BCEX
XUBOTHbIX 06CrenoBanu Ao 1 nocne 3abos. Bo Bpems NponsBoACcTBa He NPOUCXOAMIIO CMELLMBAHMS Cbipbs C APYTMM
martepvanamu X1BOTHOTO NPOUCXOXKAEHNS.
Ha nuneTku onsi nepeHoca HaHeCeHO OHO AeneHune, NokasbiBaLLee MUHUManbHbI 06bem obpaboTaHHoro obpasua,
MpwuM. koTopblii HEOGXOAMMO NEPEHECTU B KapTpuaX. MNneTku cnegyeT NpUMEHsITL TONbKO C 3TOW Lenbto. Bee octarnbHble
MUNETKM AOIHKHBI NPEOCTaBNSATLCS NabopaTopuei.
e Xpauute conepkumoe Habopa Xpert MTB/XDR npu temneparype 2—28 °C 10 UcTedeHHs CPOKa TOAHOCTH, YKa3aHHOTO
HA STHKETKE.
He oTkppIBaiiTe KPHIIIKY KapTpUIKa A0 TEX IOp, IOKa He OyAeTe TOTOBBI HAYaTh BBITIOIHCHUE TECTA.
Haunure Tect He mo3aHee 4eM depes 2,5 gaca rocie 100aBiIeHns K 00pa3ily peareHTa st 00pa3loB MM He IT03Hee
yeM rnocie 4 yacoB XxpaHeHus npu temrneparype 2—8 °C.
He ucnone3yiite peareHThl WM KapTPUIKHU ¢ UCTEKIIUM CPOKOM T'OJHOCTH.
He ucnonb3yiiTe KapTpuaKu ¢ IpU3HaAKaMH yTEUKH.
8 Heob6xoanmbie maTepuanbl, He BXogsWue B KOMMNJIEKT
e GeneXpert Dx System: mpu6op GeneXpert, 000opynoBaHHbIH 10-I[BETHBIMH MOTYISIMH, KOMITBIOTEPOM, CKAaHEPOM
IITPUXKOJIOB U PYKOBOJCTBOM OIEpaTopa
Xpert® MTB/XDR 5
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e Jlma GeneXpert Dx System: [IporpammHoe obecniedenue Bepcuu 6.2 Wid BBIIIE

e [IpunTep: eciu HeOOXOAUM NPHUHTEP, 0OPATUTECH K TOPrOBOMY IpecTaBuTelio kommannu Cepheid, 4To0b1
OpraHu30BaTh NPUOOPETEHNE PEKOMEHJOBAHHOTO IPUHTEPA.

CrepuibHBIH KOHTEHHEp U1l 00pa3lioB ¢ 3aBUHYHBAIONIEHCS KPBIIKOH
OnHOpa30BbIE MEPUATKH
DTHUKETKU W/WIA HECTUPAEMBI MapKep

CrepuibHBIe THIETKH 1 00paboTKH 00pa3noB

9 MpeaynpexaeHusi U Mepbl NPeAO0CTOPOXHOCTHU

9.1 O6LwWwme nonoxeHun

o Jlna ouazHOCmuyecKux mecmos in vitro

e TlIpu pabore co BceMu OHOIOrHYECKUMHU 00pa3liaMy, B TOM YUCJIC U C HCTIONB30BAHHBIMU KapTPUIKAMH, CIEIyeT
CYMTATh MX CIIOCOOHBIMH K IIEPEHOCY BO30yauTenel nHOEKIHOHHBIX 3aboeBanuil. [TOCKOJIbKY 4acTO HEBO3MOXHO
Hpeayraaarh, 4T0 MOXKET IEPEHOCHTh HHPEKIINIO, 0OpallieHHe CO BCeMH OHOJIOTHYECKUMH 0Opa3naMu Tpedyer
COOJIFOICHUSI CTaHAAPTHBIX MEp TPEI0CTOPOKHOCTH.

e Meroquyeckue peKOMEHJAINH 110 00palIeHHIo C 00pa3aMHy IIPeaoCTaBIsIoTCst LIeHTpaMu 1o KOHTPOIIO U
npodunakruke 3aboneannii CIIA (U.S. Centers for Disease Control and Prevention)? u MTHCTUTYTOM KIMHHYECKUX K
na6oparopubix cranaapros (Clinical and Laboratory Standards Institute).6:7-8

e CrenyiiTe IPHHATHIM B yUPEIKISHUH NPaBHIIaM TEXHUKH O€30MIaCHOCTH 110 paboTe ¢ XMMUYECKUMH BELIECTBAMH H
o0pameHuIo ¢ GHONIOrMYecKUMH 00pasaMu.

e [Ipu pabote c 0Opa3aMu U peareHTaMyu HEOOXOIMMO HaeBaTh OJJHOPA30BbIC 3AlUTHBIC IIEPYATKH, JTa00paTOPHYIO
OJIeXKy U CPeCTBa MHAUBUAYaIbHOH 3amuTh T1a3. [locne paboTsl ¢ o0pa3iaMu 1 peareHTaMu TecTa HeoOX0IUMO
THIATEJIBHO BBIMBITH PYKH.

e bBuosnornueckue o0pasiipl, ycTpOiicTBa 11 IEPEHOCA U UCIIOIb30BaHHbIE KAPTPHUIKHU CIEIYET CYUTATh BO3MOKHBIMU
MepEeHOCUYNKaMHU BO30OyauTeNe NHPEKINOHHBIX 3a00IeBaHuU, IPH 0OpaIleHu: ¢ HUMH HEOOXOIUMO COOIIONaTh
CTaHJAPTHBIE MEPBI MIPEJOCTOPOKHOCTH. 71 IIPaBHIILHOTO y/aJeHHs B OTXOJIbI HCIOJIb30BAaHHBIX KapTPUUKEH 1
HEHCIOJIb30BaHHBIX PEareHTOB CIICAYHTe IPUHATHIM B BAILIEM yUPEXKICHUH IPABHIIAM 3aLUThI OKPYKalOIeH cpe/ibl
HpH 00pAIEHUH C OTXOAaMHU. DTH MaTepHaibl MOT'YT HUMETh CBOHCTBA XMMUYECKHU OMACHBIX OTXOAOB M TPeOOBaTh
BBITIOJHEHHS 0COOBIX HAIMOHAIBHBIX WM PErHOHATIBHBIX MPOLEAYD YAAICHUs B OTX0/bl. Ecin NpUHATHIE B CTpaHe
WM PETMOHE TPaBHJIa HE JAIOT ACHBIX YKa3aHHUM M0 MPaBUIBHOMY yIAJICHHIO B OTXO/IbI, OMOIOrHYecKie 00pasibl 1
WCTIONIb30BaHHBIE KaPTPUIKH CIEAYET YIAIATh B OTXOABI ¢ codmonenneM npasui BO3 (BcemupHOi opranu3anim
3/IPABOOXPAHEHHs) OTHOCHTENBHO OOPAILLEHHs ¢ MEAULIMHCKUME OTXONAMH H UX YAAIeHHs .

e PeakTuB I 00pa3oB conep kuT HaTpust ruapokeua (pH > 12,5) u nzonponanon. Onaced npu nporiarsiBaaud (H302),
BBI3BIBACT TSDKENBIE 0XKOTH KOXH U noBpekaenue mas (H314). OraeonacHas xunkocts u mapsl (H226).

o OyHKIHOHANBHBIE XapPaKTEPUCTHKH 3TOTO TECTa YCTAaHOBIICHBI TOJBKO JUIS TUIIA 00Pa3IOB, MEPEUNCICHHBIX B
paznene Haznauenne. dyHKIMOHAIBHEIE XapaKTEPUCTHKU ITOTO TECTA VIS IPYTUX 00Pa3IOB WM THIIOB 00pa3IoB He
YCTaHOBJIEHBI.

e CrenyiiTe IPUHATHIM B yUPEIKIASHUH NPOLEypaM TEXHHUKH O€30I1aCHOCTH 1O paboTe ¢ XMMUYECKUMH BEIIECTBAMHU H
o0paleHuIo ¢ GHONTOrMYeCcKUMH 00pasaMu.

9.2 O6paszey

[Ipouexypsr B3aTHs 1 06pabOTKH 00pa3LOB TPEOYIOT CIEUATBHOMN MOATOTOBKY U HHCTPYKIHUH.

CobmoaiiTe HaIeKalne YCIOBHS XPaHEHHS IPH TPAHCIIOPTUPOBKE 00pas3LoB, YTOOB! 00ECIICUUTh HX LIEITOCTHOCTh
(cm. Pazpen 12. TIporenypa). He u3ydanack cTabuiIbHOCTE 00pasiia IpH TPAHCIIOPTHPOBKE B YCIOBHUSIX, OTIIHYHBIX OT
PEKOMEH/I0BaHHBIX.

Ot0pakyiite 00pa3ubl, coaepKaIue SBHO BUIUMbIC YaCTHIIBI MUY HIIH APYTHE TBEPAbIC YaCTHIIBL.

Hannexamiye B3sTHe, XpaHEeHHE U TPAHCIOPTHPOBKA 00PA3L0B KpaiHe BaXKHBI IS IOJIY4YEHHUS TPAaBIIbHBIX
PE3YIIBTATOB.

o JlonoxurensHbli MaTtepuan u3 ¢rakona MGIT MoxHO nCTIONB30BaTh B HEPa30aBICHHOM BUJIE MM Pa30aBICHHBIM B
100 pa3 pactBopom ®Cb nnu cpenoit Middlebrook 7H9. TecT Takxke MOKHO BBIOIHATH ¢ TEPMOMHAKTHBUPOBAHHBIMH
KyJbTypamu. {1l TepMOMHAKTHBALMH PEKOMEHIYeTC s CHauaa pa3BecTu Kynsrypy B 100 pa3 pactBopom ©Cb uin
cpenoit Middlebrook 7H9, a 3atem narpesats mpu 100 °C B Teuenne 20 MUHYT.
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9.3 Tect/peareHT

He 3amensiite pearents! Tecta Xpert MTB/XDR apyrumu peareHTamu.

OrtkpeiBaiiTe KpBIIKY KapTpumka Tecta Xpert MTB/XDR Tonbsko 171t BHECEeHHS 00pasia.

He ncnone3yliTe KapTpumxK, KOTOPBIH MaJall ocje H3BISUYSHNs U3 Habopa WITH MOJIBEPTaJiCsl COTPSICEHUSIM TOCIIe
OTKPBITHS KPBIIIKU KapTpuka. BeTpsixuBanue wiu nageHue KapTpuaxka Mociae BCKPhITUS €r0 KPBIIIKH MOXET
MIPUBECTH K IOJIyUYCHUIO HEJJOCTOBEPHBIX WIIU HEOIPEAEICHHBIX PE3yIbTaTOB.

He pa3mMeniaiiTe 3STHKETKY ¢ HACHTH(HUKAIIMOHHBIM HOMEPOM 00pasiia Ha KPBIIIKE KapTPUAXKa HIH Ha STHKETKE CO
IITPUXKOJOM.

He ncnone3yiite KapTpHIK C MOBPEKACHHON PEaKIMOHHON MPOOUPKOMA.

Kaxnerit omHOpa3oBsIit kapTpumk Tecta Xpert MTB/XDR ucnonbs3yercs A7 BBITOTHEHUS TOJIBKO OJHOTO Tecta. He
HCTIONB3YHTE YK€ MPUMEHSBIINECS KapTPHUIKH IIOBTOPHO.

OnHopa3oBas MUIETKA MCIIONb3YeTCs UL epeHoca ogHoro obpasua. He ucnons3yiite onHOpa3oBble MHIIETKH
MIOBTOPHO.

He ucnonb3yiTe KapTpUIK € BIAKHON MIOBEPXHOCTBIO MM C ITPEATOI0KUTEIBHO HAPYIEHHON ITepMETUYHOCTBIO
KPBILIKH.

Bo n3bexanne KoHTaMHUHAIIK 00pa3IOB M PEareHTOB PEKOMEHIYETCsI CIIeJOBATh MPUHIMIIAM HaJIexKaIei
11a60paTOPHON MPAKTHKHU, BKITIOYAst IPABHUIIO CMEHBI MIEPUATOK Mepe]] HadaaoM paboThl ¢ 00pa3oM Kax10ro
CIIeyIOIIETO MAaIUeHTa.

[Tpu paznuBe 06pa3oB WM KOHTPOJICH HaJeHbTE IIePUYATKU U BIIUTANTE PA3IIHTYIO KHIKOCTh OyMaXKHBIMHU
TIOJIOTEHI[aMH. 3aTeM TIIATENbHO OYHCTHTE 3aTPA3HEHHYIO 00JIacTh pa30aBIeHHBIM B COOTHOIIeHHH 1:10
CBEXKETPUTOTOBIEHHEIM PacTBOPOM OBITOBOTO XJIOpHOTO OTOenmBaresns. KoHeunast KOHIIEHTPAIHs aKTHBHOTO

XJIOpa JIOMKHA cOCTaBIATh 0,5 % HEe3aBUCHMO OT KOHIICHTPAIUH TUIIOXJIOPUTA B OBITOBOM OTOENIMBATENE B BalIel
ctpane. [IpofomKUTeTEHOCTS KOHTAKTA IIOBEPXHOCTH C PACTBOPOM OTOETIMBATENS JOJDKHA COCTABIIATH HE MEHee
JIByX MHUHYT. BrIcymmmTe pabodyio IMOBEpXHOCTh U 3aT€M yHAIUTE C Hee OCTAaTKU PacTBOpa OTOESIHBATEIS IIPU
niomoty 70 % IeHaTypupoBaHHOTO THIIOBOTO CIHpTa. [Ipex/e 4eM npomomKaTh, JOXKIUTECH ITOJTHOTO BBICHIXaHUS
MOBEPXHOCTH. Takke MOXKHO CIIeI0BaTh CTAaHJAPTHBIM IIPOIIeAypaM, MPeIyCMOTPEHHBIM IS CITyJaeB KOHTAMHHAIINT
WM pa3iIvBa B BalleM ydpexaAeHuH. [Ipn 3arps3HeHnn 000pyI0oBaHHs CIeAyHTe PEKOMEHIAIHSM 10 IeKOHTaMUHAIIHH,
TIPEIOCTABIEHHBIM ITPOU3BOANUTEIIEM ITOTO 000PYTOBAHHSI.

Tect Xpert MTB/XDR mpormien Baaugaiuio ¢ HCIOIb30BaHHEeM porpammuoro obecnedenus: Cepheid Bepcuu 6.2 wmu
BBIIIE.

10 OnacHble xumuueckue daktopbi®10

PeakTuB ans obpasuos.:

o Comep>XuT U30IPONUIOBBIN CIIUPT
o Comep>XuT THAPOKCU/I HATPUS
e CurnanpHOe cioBo: OITACHO
‘ SO®
Cumaoisl onacHoctd CI'C OOH:
o 3assieHus 06 onacuoctu CI'C OOH
e BocmiaMeHsonascs >KUAKOCTb U Haphl.
e BrBBIBaeT cepbe3HBIC OKOTH KOKU M IOBPEXKICHHE TJIa3.
® Br3BIBacT Cepbe3HOE OBPEXKICHHE TI1a3.
o [IpenmnonoKUTENBbHO BbI3BIBACT FCHETHYCCKHE Ne(DEKTHI.
o [IpennonoxurensHO HEOIATOMPUATHO BIMAET HA CIIOCOOHOCTH K JETOPOXKICHHUIO HIIM Ha Pa3BUBAIOIIMICS TUIO.
® MoXeT BBI3BaTh MOBPEKICHNE OPTaHOB NP JUTUTEIFHOM WII TIOBTOPHOM BO3JICHCTBUH.
IIpenocreperaromue 3asgsaenns CI'C OOH
[popunaxkruka
e [lepen MCHIONB30BAHUEM TIOYYUTh CIICIIUATBHBIC HHCTPYKIIHH.
e [lepen ncnonb30BaHUEM O3HAKOMHTHCS ¢ HHCTPYKUUSAMH IO TEXHUKE 0€30MacCHOCTH.
e bepeub OT HarpeBaHus1, HCKpP, OTKPBITOTO OTHS /WK TOPSYUX MOBepXHOCTEH. - He KypHuTh.
o XpaHHTH B IUIOTHO 3aKPHITOM KOHTEHHEpE.
e |I30erarh BABIXaHUS TyMaHa, MapoB U (WJIK) BEIIECTBA B PACIIBUICHHOM COCTOSIHUH.
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e [locne ncmonbp30BaHKs THIATENBHO BEIMBITh.
o Tlonp30BaThCs 3aIIMTHBIMU MIEPYATKAMH, 3aIIUTHON OJEKION, CPEACTBAMH 3aLlUTHI TJ1a3/IULA.
e lcronp30BaTh COOTBETCTBYIOIINE WHUBUIyalIbHBIE CPEACTBA 3ALINUTHI.

e PearupoBanue

e B ciyuae noxapa: Vcnons30BaTh COOTBETCTBYIOIINE CPEACTBA TOXKAPOTYIIECHHS.

e [IPU B/IbIXAHUNU: IlepemecTuTh MOCTPAJABIIETO Ha CBEKHI BO3AYX U 00ECIIEUUTh €My MOIHBIN ITOKOH B yTOOHOM
JUTSL IBIXaHUS! TTOJIOKEHNH.
Hememnenno obparutses 8 TOKCUKOJIOI MUECKUI LIEHTP miu k Bpauy-ClelHaIkCTy/TepaIeBTy.

e [IPUTIONTAJJAHUU HA KOXY (wnu Bonocsl): HeMeJIeHHO CHSITB BCIO 3arpsA3HEHHYIO OJCkK Y. [IpOMBITH KOXKY
BOZOW/TIPUHSATD JTyIIL.
BrICTHpAaTh 3arpsA3HEHHYIO OJEKAY Iepe/l HOBTOPHBIM HCIIOIb30BAHUEM.
TpebyeTcs cnenuanabHOE JIEIEHHE; CM. AOMOTHUTENBHYI0 HHYOPMALUIO O TIEPBOH ITOMOIIIN.
IMPU TTOITAJAHUU B TJIA3A: OCTOpO’KHO ITPOMBITE BOJIOH B TE€UCHNE HECKONBKUX MUHYT. CHATH KOHTaKTHBIE
JIMH3BI, €CJIN BBl IMH TIOJIB3YETECh, M €CITH ATO JIETKO cAeNarh. [IpofomKuTh MpOMBIBAHHE.
JIEUCTBUS TIPU ITPOTJIATBIBAHWM: [Ipomnonockare pot. HE BbI3bIBaTH pBOTY.
[TPU BO31eiiCTBHY WITH MOTO3PEHHH Ha BO3MOXHOCTh Bo3/eHCTBHs: OOpaTHThCS 32 MEIUIIMHCKON KOHCYIbTaluei/
HIOMOIIIBIO.

o [Ipu mIoxoM caMOTyBCTBHU OOPAaTUTHCS 32 IIOMOIIBIO/KOHCYIBTAIMEH K Bpady.

e XpaHeHHe/ygajeHHe B OTXOABI

® VYimalleHHe B OTXOJBI COACPIKUMOTI0 U (I/I.IH/I) Tapbl JOJZKHO OCYHIECTBIATHECA B COOTBETCTBUU C MECTHBIMU,
PETHOHAJIbHBIMHU, I'OCYyJapCTBEHHBIMU W/uinu MEXAYHAPOOHBIMU HOPMAaMU.

11 O6pa3uybl: B3ATUEe, TPAHCNOPTUPOBKA U XpaHeHue

O6pasibl MOXKHO COOpATh B COOTBETCTBUM CO CTAHAAPTHOMN HMPOLEAYPOI YUPEeKICHNUS I0JIB30BATEIS.

[IpaBuibHOE B3sITHE, XpPAaHEHHE U TPAHCIIOPTHPOBKA 00pa3LioB MMEIOT penlarolee 3HaueHne sl QyHKIMOHAIBHBIX
XapakTepUCTUK 3Toro aHanuza! CTabMIBHOCT 00pa3LoB B YCIOBHUSIX TPAHCIIOPTUPOBKU M XPAHEHHsI, HE COOTBETCTBYIOIIMX
pEKOMEHI0BaHHBIM Hibke, U1t Tecta Xpert MTB/XDR He uzyuena.

11.1 TpaHcnopTUpoBKa ocagKa MOKpPOTbI

Tpancnoptupyiite o0pa3smsl ocaaka npu 2—8 °C.

11.2 TpaHcnopTUpOBKa HEOOPabOTaHHON MOKPOTLI

Heobpaborannsie 00pa3mbl MOKPOTHI CIIEAyeT TPaHCIIOPTHPOBATh IpH Temreparype 2—35 °C.

11.3 XpaHeHue o6pa3ua

HeoOpaboranHsie 00pa3ibl MOKPOTHI MOXKHO XPaHHUTh IIpH Temieparype 2—35 °C B TeueHue 7 aHel (BKiIIoUast Bpems
JOCTaBKH)

JleKOHTaMHHHPOBAHHBIH/KOHIIEHTPUPOBAHHBII U PeCyCIIEHIUPOBAHHBIH 0Ca0K MOKPOTBHI MOXKHO XPaHHUTh B XOJIOAMIIBHUKE
npu 2—8 °C He Oosee 7 CyTOK 10 BbIIOJIHEHUs TecTa B cucteMe GeneXpert.

YroObl OnpeiesuTh a1eKBaTHbIN 00beM 00pasiia HeoOpaboTaHHOH MOKPOTHI HITH JCKOHTAMUHHUPOBAHHOTO/
KOHIICHTPHUPOBAHHOTO 0CaJIKa MOKPOTBI, O3HAKOMbTeCh ¢ Tabnumna 1 Huxe.
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Tabnuua 1. Tpebyembili 06bem obpasua

. < CooTHoweHne o6emMoB
MuHuManbHbIN 06bLeM MakcumanbHbIV
Twun obpasua obGpa3ua 1 peareHTa
Ansi oQHOro aHanusa o6bem obpasua
Aans obpasuoB
Ocagok MOKpOTHI 0,5 mn 2,5mn 1:32
HeobGpaboTtaHHas MokpoTa 1,0 mn 4,0 mn 1:2

Mpum.

BaxHoe
3amMevyaHue

Mpum.

a ecnu obbem obpasua coctasnset 0,7 mn nnu 6onee, COOTHoLEHE 06bEMOB obpas3ua 1 peareHTa Ans obpasua JOMmKHO
cocTaBnaTb 1:2 Ansa ogHoro TecTa.

11.4 OcTaBlumnecs o6pa3ubl, 06paboTaHHbIe peareHTOM AnA obpas3uoB

Tect Xpert MTB/XDR M0XHO MCIONB30BaTh ISl TECTUPOBAHUS 00pa3na, 00paboTaHHOTo peareHToM Jisi 00pasIioB,
ocrasmerocs nocie tecra Xpert MTB/RIF umu Xpert MTB/RIF Ultra. B takux cirygasx o6beM ocraBierocst oopasua,
00paboTaHHOTO peareHToM JuIsi 00pa3IoB, JOJDKEH COCTABIATE >2 MII, U CMECh CIIEAyeT XPaHHUTh Ipu TeMieparype 2—8 °C
He Oosee 4 yacoB win npu Temreparype 10 35 °C He 6onee 2,5 4acoB.

11.5 KynbTrypanbHbie U3onsatbl U3 UHOUKATOPHOW NPOOUPKK pocTa
Muko6akTepumn (BD Mycobacterial Growth Indicator Tube, MGIT)

JlocToBepHBIe pe3ynbTaThl ObUIN MONTyUYeHbI ¢ HoMoibio Tecta Xpert MTB/XDR ¢ ucnonbs3oBanueM MBT-moinoxuTeIbHBIX
KynbTyp U3 npobupku MGIT. {is ananu3a usonstoB MBT u3 ¢akonoB MGIT ¢ nojaoxuTenbHON KyJIbTYpOi HCTIONB3yHTE
He MeHee 1,0 MJI KyNIbTypajabHOTO MaTepuara.

C kynbsTypamm MMKOBGAKTEPUI N3 KNMHUYECKMX 0OpasLIoB criegyeT obpalyatbesi ¢ cobnogeHneM COOTBETCTBYHOLLMX MEP
©Guonoruyeckon 6e3onacHOCTH.

[lepen HavanoM TecTa cienyeT UCTIONB30BaTh COOTHOLIEHHE | o0beMa oOpasia k 2 oObeMaM peareHTa Ajs oopasiua ¢
nocnenyromeit 15-munyTHON HHKyOanuei. Bo Bpems nnkyOanun oOpaser ciaeqyeT nepeMeInBaTh Ha BUXPEBOH MeIaike
B TeyeHue 10 CekyH[ KaKIble 5 MUHYT MJIM K€ IIOCTOSHHO BCTPSIXUBATh VIS IPEAOTBPAILCHHUS 00pa30BaHUs 0Ca/IKa.
3amycrure nuki tecta GeneXpert B Teuerne 30 MUHYT Hocie 100aBICHUS 2 MII peareHra Ui o0pasia K KylIbTypalbHOMY
Marepuay.

12 MNMpouenypa

12.1 Mpoueaypa ¢ ucnonb3oBaHMEM HEOOPaboTaHHON MOKPOTDI

HauHuTe TecT He no3aHee YyeM Yepes 2,5 yaca nocne gobaBneHus K obpasuy peareHTa Ans o6pasuoB UK He
nosgHee 4em nocne 4 YacoB XxpaHeHUA Npu Temnepatype 2—-8 °C.

OT6pakyviTe obpasLpl, cogepxalume SBHO BUAMMbIE YaCcTULbl NMULLM UK Apyrve TBepable YacTuLbl.

Tpebosanusn k 06vemy: Tpedyercs >1 M HeoOpabOTaHHOI MOKPOTEHI.

1. OcTOpO’XKHO OTKPOWTE KPHIMIKY FepMETHYHOTO KOHTelHepa i cOopa MOKpoTsl. CM. PucyHok 1.
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PucyHok 1. OTKpbITbI KOHTeHep Ansi c6opa MOKPOThI

2. JloGaBbTE K MOKpOTE peareHT ais 00pasnoB (SR) B 00beMe, MPHOTU3UTENBHO B 2 pa3a MPEBHIIAOIEM 006EM MOKPOTHI
(pa3Benenne SR:MokpoTa qomkHO cocTaBiATh 2:1). CM. Pucynok 2 u Pucynok 3.

PucyHok 2. NMpumep paszBegeHu 2:1 (8 mn peareHTa gnsA o6pasuoB : 4 M MOKPOTHI)
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Mpum.

Mpum.

BaxHoe
3amMe4aHue

Mpum.

Mpum.

Ommemka 3 MA

PucyHok 3. MNpumep pasBegeHus 2:1 (2 mn peareHTa ansa o6pasuoB : 1 M1 MOKpPOThI)

YnanuTe octaTtku peareHTa Ans obpasua u drakoH B COOTBETCTBYIOLUMIA KOHTENHEP A5t OTXOA0B COrMacHo
cTaHAapTHbIM MpaBunaM Ballero y4pexaeHus.

3. IlnotHO 3aKpoiiTe KOHTEHHEp I 00Pa3IOB KPBIIIKOM.

4. DHepruyHo BCTpIxHUTE MpoOupky 10—20 pa3 uim moMecTHTE €€ BO BCTPSXUBATENh HE MeHee 4eM Ha 10 ceKyHI.

OpHo BCTpsiXMBaHNE — 3TO OAHO ABWKEHWE Npobupkon Bnepea-Hasan.

5. HWukyOupyiite B TedeHne 10 MUHYT IIpy KOMHATHOM TeMITepaType U 3aTeM SHEPTHYHO BCTPSIXHUTE NpodupKy 10-20 pa3
WJIM IIOMECTUTE €€ B BUXPEBYIO MELIAIKy HEe MeHee yeM Ha 10 cexyHs.

6. Uuky6upyiitTe oOpaser mpy KOMHATHOI TeMIIepaType eiie 5 MUHYT.

12.2 Mpoueaypa ¢ ucnosib3oBaHMEM AEKOHTaMUHMPOBAHHOIO
KOHLEHTPUPOBAHHOIO 0cagka MOKPOTbI

HauHuTe TecT He no3gHee YeM yepes 2,5 yaca nocne Ao6aBneHus Kk o6pasLy peareHTa Ans o6pa3LOB UK He
nosaHee YeM nocne 4 YacoB XpaHeHUsi Npu TemnepaTtype 2-8 °C.

Ot6pakyiite 06pasLbl, coaepallme BHO BUAVMbIE YacTyLbl MULLM UK Apyr1e TBepable YacTuubl.

Tpebosanus K 00bemy:00pa3iBl MOKPOTHI, IPUTOTOBIEHHBIE 10 MeToxy Kenra (Kent) u Ky6una (Kubica)!! (mpouemnypa
JIeKOHTaMHHANuH pasioxeHueM ¢ npumeHenrneM NALC-NaOH u pecycnennuposanus B 67 MM ¢docdarHo/BoHOTO
Oydepa), MOKHO aHaIH3MpOBaTh ¢ moMomkio Tecta Xpert MTB/XDR. Ilocne pecycrnieHaupoBaHus 3ape3epBUpyHTe He
MeHee 0,5 MIT pecycrieHAnpOBaHHOTO ocanka Ui nposeaeHus tecta Xpert MTB/XDR. Jlns Bcex o0bemoB meHee (0,7 Mt
BBIMIOJIHUTE MIATH ¢ 1 110 5, YT0OBI MOATOTOBUTE 00pasisl. st aToro TpedyeTcs 3 yacTu peareHTa /Uit 00pa3nos u 1 yacTh
ocajka, YT00bI MOIYyIHUTh Hy>KHBIH 00beM 00pa3iia 1 00ecneunTs ONTUMaNbHbIe pabodne XapaKTepuCTHKY TecTa. Ecimui
ob6veM obpasna cocrasiser 0,7 M Wi Goree, aaeKBaTHEIA 00beM IS TeCTa MOXKHO MOTYYHTh, J0OABHB 2 4aCcTH peareHTa
Jutst 00pasmoB k 1 wactu ocanka. B mannom mpumepe 1,4 mit pearenra Juist o6pasmoB gqobdasisiercs k 0,7 it ocanka. Takum
o0pa3oM 2 JacTH peareHra Iyist 00pa3noB J00aBISIOTCS K 1 4acTH ocaaka.

1. Tlepenecure ¢ MOMONIBIO MUIETKH IS epeHoca 0,5 MII TOJTHOCTBIO PECYCIICHAMPOBAHHOTO 0CaIKa B KOHHIECKYIO
MIPOOHPKY ¢ 3aBHHUMBAIONIEHCS KPBIIIKOH; TPOOUPKA TOIDKHA UMETh STHKETKY C HICHTH(OUKATOPOM 00pa3na H (M)
TIAIUeHTa.

PecycneHanpoBaHHbI ocafok, KOTopbli He ByaeT cpa3y MCnonb3oBaThCs ANs TeCTa, cregyeT XpaHuTb npu
Temnepatype oT 2 Ao 8 °C Cpok XxpaHeHu sl He JOMKEH NpeBbIWaTh 7 AHEW.

2. [ob6asbre 1,5 mi pearenra i 00pasios k 0,5 MIT peCcyCeHANPOBAHHOTO OCA/IKa.

3. DuepruvHO BeTpsaxHUTE Mpobupky 10—20 pa3 miu HOMECTUTE ee BO BCTPSIXMBATENb He MeHee 4eM Ha 10 cexyH[I.
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MpumM. OpnHo BCTpsixvBaHWe — 3TO OAHO ABWKEHWE NPOBUpKoii Bnepea-Hasaga.

4. NukyOupyiite B Tedenue 10 MUHYT Ipy KOMHATHOM TEMIIEpaType U 3aTeM SHEPTUYHO BCTPsIXHUTE podupky 10-20 pa3
WIIH TIOMECTUTE €€ B BUXPEBYIO MEIIAJIKY HE MeHee 4eM Ha 10 cekyHII.

5. WukyOupyiite oOpaser Ipy KOMHaTHOH TeMIIepaType elie 5 MUHYT.

12.3 MNoaroroBKa KapTpuaxa

Y6eputech, 4YTO MOAYNb rOTOB NPUHATL KapTpuAX. HauHMTe TecT kak MOXXHO paHbLUe, HO He No3Xe YeM Yepes
2,5 yaca c MomeHTa fo6aBneHUs B kKapTpuax obpasua, o6paboTraHHOro peareHToM Ans obpasua, unu B
TeyeHue 4 4acoB, eCnu OH XpaHUTCA Npu TeMmnepartype 2-8 °C.

BaxHoe
3amMeyvaHue

IToAroToBETE CICAYIONIHE MAaTePHANIBL: KapTPUIDK Xpert, MUMEeTKy /Ul HepeHoca (BXOAUT B KOMIUICKT) U Ha[IeXKAIIUM
00pa3oM coOpaHHBIN 1 IPOMapKUPOBAHHbIH 0Opaser.

1. W3BiexuTe KapTPHIXK U3 YIAKOBKH.

2. OcMmoTpuTe KapTPUIK Ha NPEMET OTCYTCTBUS MOBPEKACHUN. B cilydae OBpEXACHHUS HE HCTIONB3YHTE €ro.

3. Jloxaurech corpeBaHus KapTpuaKa 10 KOMHATHOM Temmeparypbl. Hanecure Ha kaxapiid kaprpumk Xpert MTB/XDR
ueHTUGUKaINOHHBIE HoMepa 00pa3uoB. CM. PucyHok 4.

PucyHok 4. HagnuwnTte Homep Ha 60KOBOM YacTu KapTpuaxa.

Hanuwmte naeHTndrkalumoHHbIi Homep Ha GOKOBOM CTOPOHE KapTpuayKa U NPUKPennuTe 3TUKETKY C
MpuM. naeHTUVKALMOHHBIM HOMEPOM. He HaKnenBaiTe STUKETKY Ha KPbILLKY KapTpuaka v He 3aKpblBanTe STUKETKOI
[ABYXMEPHBbIii LUITPUXKOA, UMEIOLMIACS Ha KapTpuaxe.

4. OTtkpoiiTe KpHIIIKY KapTPHDKa, a TOTOM OTKPOMTEe KOHTEHHEp ¢ 00pa3oMm.

5. Bo3bMuTE BXOAALLYIO B HA0OP ITHIETKY /I IIEPeHOCca U HabepuTe pa3KIKEHHBII 00pasell 10 OTMETKHU Ha IHUIIETKE.
Ecnu 06beM 00pasiia HeJoCTaToueH, He HCTIONB3YHTE JuIs aHau3a 3ToT oopasen. Cm. PucyHok 5.

PucyHok 5. Acnupauusa o oTMETKU Ha nuneTke

6. MemieHHO BbUTHBaiiTe 00pa3el U3 MUIETKH, YTOOBI CBECTH K MUHUMYMY PUCK 00pa3oBaHus aspo3oist. CMm. PucyHok 6.
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PucyHok 6. KapTpuax Xpert MTB/XDR

7. 3akpoiiTe KPBIMIKY KapTPHUIXKA.

12.4 3anyck Tecta

Mpexae yem HaunHaTb TecT, ybeauTechb, 4YTo chann onucaHus Tecta (assay definition file, ADF) Xpert® MTB/
XDR uMnopTtupoBaH B nporpammHoe obecneyeHue. B gaHHOM pasaene nepevyncnsaioTCA OCHOBHbIe AeACTBUS
npu BbiNornHeHuu TecTa. MoapobHbIe MHCTPYKUMK CM. B pykogodcmee onepamopa cucmembi GeneXpert Dx.

BaxHoe
3amMevyaHue

BbinonHsiemble Bamu OenCTBYSA MoryT ObITb apyrumun, ecnv aaMmMHUCTPATop CUCTEMbI UBMEHUIN YCTAaHOBIIEHHYHO NO

Mpum.
yMorn4yaHuto pabouyto nocrneaoBaTenbHOCTb CUCTEMBI.

1. Bxurounte npubop GeneXpert:

o [Ipu ncnons3oBanuu ananuszaropa GeneXpert DX ciemyer cHauana BKIIO4aTh caM MpHOOP, a 3aTeM KOMIBIOTEP.
[Iporpammuoe obecnieuenne GeneXpert Dx 3amycTuTcss aBTOMaTHYECKH JIMOO0 IOCIIE TBOWHOTO LIETYKA 110 SAPIIBIKY
nporpamMmioro obecrederns GeneXpert Dx Ha pabodem croneWindows®.

2. BOﬁHHTe B I[IpOrpaMMHO€ obecrieueHue HpH60pHOﬁ CUCTEMBbI GeneXpert, HCHOJIBb3Ys CBOC UM I10JIB30BATEI U TAapOJIb.

3. B oxkue cucrembl GeneXpert Dx menkaure «Co3pgaTtb aHanu3» (Create Test). OrkpbiBaeTcs [uanoroBoe OKHO
«Co3patb aHanu3» (Create Test).

4. OTtcrkaHUpYWTE WK BBEOUTE HACHTU(PHUKATOP MalueHTa win oopasna. Ecam BBogutcs «ID obpasma» (Sample ID),
TIPOCIIEANTE 32 TeM, YTOOBI OH OBLI BBeZeH KoppekTHO. «ID obpasma» (Sample ID) yka3piBaeTcs B J1€BOH 4aCTH OKHA
«MpocmoTtpeThb pe3ynbratbi» (View Results) u ceasbiaercs ¢ pesynbraramu aHammsa.

5. Tlpockanupyiite mrpuxkon Ha kaprpumke Xpert MTB/XDR. Ha ocHoBe nH(pOpMaIum, CYUTAaHHOMN CO IITPHXKOA,
MPOrpaMMHBIM 00€eCTIeYeHHEM aBTOMATHUYECKH 3aroNHsoTes cienyromrue mons: «ID napTtum peareHta» (Reagent
Lot ID), «C/H kapTpuaxa» (Cartridge SN) u «Cpok rogHocTu» (Expiration Date). Cm. Pucynoxk 7.

Mpum. Ecnu wrpuxkon kaptpumka Xpert MTB/XDR He ckaHMpyeTcsi, TOBTOPUTE TECT C HOBbLIM KapTPUAXKEM.
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B Cozgate anamms *

ID naunenTa |J0hn Smith |

ID obpasua |CPH123-01 |

Hazeanue Bepcua

BuiGpark Tect | Xpert MTE/XDR VD 1 - |

BuiGpars mogyne | &1 -
ID napTum peaktwea (00503 Cpok rogHocTe  |2090/12/24 C/H kaptpumxa (0354099858

Twun aHanusa | Obpazen - |

Twn ofipasua |}],pyrui| - | Npyroi Tvn obpasua

NMpumeyanuna

CHAHWPOBATEL WTPHX-KOL KapTpHOMa | | OTMEHHTE |

PucyHok 7. OkHo «Co3aatb aHanu3 GX Dx» (GX Dx Create Test)
lenkuure «HavaTtb TecT» (Start Test). B nosiBuBLIeMCs AMAIOrOBOM OKHE BBEAUTE CBOM Mapoib.
7. Hus mpubopa GeneXpert Dx:
a) OTkpoiiTe IBepLly MOLyJst IPUOOPa ¢ MUTAIOIIUM 3CJICHBIM HHIMKATOPOM U 3arpy3UTe KapTpHIK.

b) 3Baxpoiite nepiry. [locne 3Toro HaYUMHAETCS TECT, U 3€JCHAS MHAUKATOPHAS JIaMIIa iepecTaeT Murarh. [1o
3aBepIICHUH IIPoIecca TeCTa HHAUKATOPHAsI JIaMIIa BBIKIIFOYAeTCsl.

c) Ilepen oTkpbITHEM JBEpPLBI MOLY.IA M U3BJICUEHUEM KapTPUIKA TOKIUTECH PA30JIOKMPOBAHUS CUCTEMOI 3aMKa
JBEPLIBL
8. VYnmamure ncnonap30BaHHEIE KAPTPUUKU B OIXOMSIIMI KOHTEHHEp A1 cO0pa 0TX0NO0B 00pa3IioB CONIACHO CTaHJAPTHOM
MPaKTUKe, IPUHSTOHN B BaIIeM yUPEIKICHU.

13 NMpocmoTp U Nneyatb pe3ynbLTaToB

B nanHOM pasnerne nepeunciieHbl OCHOBHbBIE JEUCTBHS MO IPOCMOTPY U TeUaTH pe3ynbTatoB. boiee moapoGHbIe
MHCTPYKLMH 110 IPOCMOTPY U NeYaTH pe3yJIbTaToB MIPEICTABICHBI B pykogoocmee onepamopa cucmemst GeneXpert Dx unu
pykosoocmee onepamopa cucmemuvt GeneXpert Infinity, 4TO 3aBUCUT OT HCITOIB3YEMOM MOJICIIH.

1. Jlns mpocMotpa pe3yabTaroB BeioepuTe spiibik [pocMoTpeTb pe3ynkrathl (View Results).

2. Tlo 3aBepmieHuu Tecta Haxkmute KHonky OTYeT (Report) B okue ITpocmorpets pesynbrarsl (View Results) s
MIPOCMOTpa U (WiIK) noiay4eHus oryera B popmare PDF.

14 BCTpOEeHHble KOHTPOMNM KayecTBa

B kaxaplit TeCcT BXOOUT KOHTPOIb 00padoTku obpasima (Sample Processing Control, SPC) u korTpomns 30H10B (Probe Check
Control, PCC).

e Kourpoab 06padoTku odpasua (Sample Processing Control, SPC) — mpoBepsieT mpaBHIEHOCTh 00paOOTKH
o6pasia. Kpome TOro, 3TOT KOHTPOJIb HO3BOJISICT BBISBUTH CBA3aHHOE ¢ 00pa3ioM nHruouposanue peakuuu 1P B
peasbHOM BPEMEHH, YAOCTOBEPHTHCS B HATHYMH HAJISKAIINX VIS IPOTEKaHUs Peakluy aMIutudukanuu yciaosuii ITLIP
(TeMneparypa u BpeMsi) 1 B AeiicTBeHHOCTH peareHToB mi1s IILIP. Pesynbrar mis SPC nomkeH ObITh TTOJ0KUTEIBHBIM
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TSl OTPHIIATENILHOTO 00pasiia i MOKET OBbITh KaK MOJIOKUTEIBHBIM, TaK W OTPHIATEBLHBIM JUIS TOJIOKUTEIBHOTO
o6pasia. SPC cunTaercsi IPOMIEHHBIM, €CITH €T0 PE3YJIbTAT COOTBETCTBYET 3aIaHHBIM KPUTEPUSIM TPHEMIIEMOCTH.

e Konrtpoas 300108 (Probe Check Control, PCC) — nepen nauamom [11P cucremoii GeneXpert m3mepsercst
(ITyOpeCIEHTHBI CHTHAI OT 30H/I0B JIJIsI IPOBEPKH PErHAPATAIIMN TPaHYyII, 3aM0HEHHS PEaKIIHOHHON TPOOHPKH,
LEJIOCTHOCTH 30HI0B U cTabmibHOCTH Kpacutess. Kourpons PCC cunTaeTcst MpoiIeHHbIM, €CITH €r0 pe3yIbTar
COOTBETCTBYET 3a[AHHBIM KPUTEPHUSIM TIPHEMIEMOCTH.

o KoHTpoab nocTatouHocTH 00beMa odpa3ua (Sample Volume Adequacy control, SVA) — niepen 06paboTkoit
obpasia cucrema GeneXpert n3mMepsieT HaIHYHe JOCTaTOYHOro 00beMa obpasia B kamepe Juist 0opasios. Eciu
MPOBEpKa JOCTAaTOYHOCTH 0ObeMa 00pasiia He IPOoiiIeHa, 3TO 03HAYACT, YTO HEOOXOAMMBIH JUTs aHaIH3a 00beM obOpasua
He ObLT I00aBJICH B KaMepy JJIsl 00pasiioB.

Baemraune KOHTPOJIA — Buenaue KOHTPOJIU MOT'YT UCIIOJIE30BAaTHCA B NOPAAKE, YCTAHOBJICHHOM NPUMEHUMBIMU
Tpe60BaHI/IHMI/I MECTHBIX, PETUOHAJIBHBIX U (l)e)lepaJ'ILHLIX YIOOJTHOMOYCHHBLIX OPraHoOB.

15 UHTepnpeTauunsa pesynbraToB

Cucrema GeneXpert Instrument Systems reHepupyeT pe3ynbTraTbl Ha OCHOBE KOMOMHAIIMH H3MEPEHHBIX (ITyOPECIIeHTHBIX
CUTHAJIOB U 3HaYE€HHI TeMmeparypsl miiasieHus (7m). MyTtauuu 1 AUKHe MOCIeI0BaTeIbHOCTH 0OHAPYKHUBAIOTCS CHCTEMO
GeneXpert Ha OCHOBaHUH MOTYyYEHHBIX 3Ha4eHHH 7m. OnpenencHrue 4yBCTBUTENbHOCTH WIH JIEKAPCTBEHHON YCTOMYMBOCTH
3aBHCHT OT TOTO, [/Ie 3HAYCHUs T/ MOMAJAI0T B IIPEIENIBl OKHA IUKOTO WIIM MYTaHTHOTO THIIA IJIs1 KOHKPETHOTO
aHanM3UpyeMoro BemecTsa. [lonoxurensusie pesynprarsl ais Tecta Xpert MTB/XDR: MBT OBHAPYXXEHA (MTB
DETECTED), sce ycroituussie uenessie nocienopareiasHoctd HE OBHAPYXXEHbDI (NOT DETECTED) wiu MBT
OBHAPYXEHA (MTB DETECTED), oxa unu Gosiee ycroiunBbix nelieBsix nmocnegosarensHocreit OBHAPYXKEHbI
(DETECTED) wm MBT OBHAPYXEHA (MTB DETECTED), u (wi) oxsa win 60iiee yCTONUHUBBIX IIEEBBIX
nocnenosarenapHocteit HEOMPEOENEHA (INDETERMINATE). CwM. criiicok BO3MOXKHBIX PE3yJIBTaTOB IS KaXI0M
1eneBoil nocnenosarensHocty B Tabnuna 2.

Tabnuua 2. Bo3amoxHble pe3ynbTaThl aHanv3a ans Kaxapown
ueneBoun nocnegoBaTtenbHocTu B TecTe Xpert MTB/XDR

Knacc
nekapcTBeHHOro Pe3ynbrar
npenaparta

HEOENCTBUTENbHLIA/OWNEKA/HET PE3YINLTATA (INVALID/ERROR/NO
RESULT)

Henpumennmo MBT OBHAPY>KEHA (MTB DETECTED)
MBT HE OBHAPY>XEHA (MTB NOT DETECTED)
Hu3kas yctonumsocTtb k INH OBHAPY>XEHA (Low INH Resistance DETECTED)
Yctonunsoctb k INH OBHAPYXEHA (INH Resistance DETECTED)

MU3oHunasng
Yctonumsoctb k INH HE OBHAPY>KEHA (INH Resistance NOT DETECTED)
YctonumeocTb k INH HEOTMPEOEJIEHHAA (INH Resistance INDETERMINATE)
Huskas yctonumsoctb k FLQ OBHAPYXEHA (Low FLQ Resistance DETECTED)
Yctonunsoctb k FLQ OBHAPYXEHA (FLQ Resistance DETECTED)

PTOPXUHONOH
Yctonunsoctb k FLQ HE OBHAPYXXEHA (FLQ Resistance NOT DETECTED)
Yctonumsoctb k FLQ HEOMNPEOEJIEHHAA (FLQ Resistance INDETERMINATE)
Yctonumsoctb k AMK OBHAPYXXEHA (AMK Resistance DETECTED)

AmMukauuH Ycronunsoctb kK AMK HE OBHAPY>KEHA (AMK Resistance NOT DETECTED)
Yctoiumsocte kK AMK HEOTPEOEJIEHHAA (AMK Resistance INDETERMINATE)
YctonumeocTtb K KAN OBHAPY>XEHA (KAN Resistance DETECTED)

KaHamuuuH
Yctonunsoctb kK KAN HE OBHAPY>KEHA (KAN Resistance NOT DETECTED)
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Knacc
FfleKapCcTBEHHOTO Pesynbrar
npenapara

Yctonumsoctb kK KAN HEOTMNPEOENEHHAA (KAN Resistance INDETERMINATE)
Yctonunsocte k CAP OBHAPYXEHA (CAP Resistance DETECTED)

KanpeomuuuH YctonumsocTtb k CAP HE OBHAPY>KEHA (CAP Resistance NOT DETECTED)
Ycronumnsoctb k CAP HEOTPEOEJIEHHAA (CAP Resistance INDETERMINATE)
Ycronumneoctb kK ETH OBHAPY>XEHA (ETH Resistance DETECTED)

dtuoHamug?® y
Yctonumsoctb kK ETH HE OBHAPYKEHA (ETH Resistance NOT DETECTED)

a MeToauka TecTa He NpedycMaTpuBaeT NonyyYeHVsi HeonpeaeneHHoro peaynsTaTa B OTHOLLEHUM 3TUOHaMUAA.

Tabnuua 3 npegocTaBisieT CBOAHBIC JaHHBIC 110 TeHaM, KOTOPbIE SIBJSIIOTCS 1IeeBbIMH reHamu Tecta Xpert MTB/
XDR, o6nactsiM KOJIOHOB ¥ HyKJICOTHAAM; JaHHbIC NPEAOCTABIIAIOTCS VIS KQXKJIOTO U3 TEHOB, UCCIELYEMBIX C LISIbIO
0OHapyXKeHNUs JIEKapCTBEHHONW YCTOHYMBOCTH HJIM NIPEIIONIOKCHNS €€ CYILeCTBOBaHUA.

Ta6nuua 3. UccnepgosaHue obnacTei, onpeaensaoWmMX NeKapCTBEHHY0 YCTOWYMBOCTb

JNekapcTBeHHbIN

FeHHas MULIEHb PernoHbl KogoHOB Hykneotnp
npenapar

npomoTop inhA H/M Ot —1 0o —32, NHTepreHHble
katG 311-319 939-957

Wsonnasun fabG1 199-210 597-630
WHTEPreHHbIN pernoH oxyR- H/M Ot -5 go —50, nHTepreHHble (Mnu ot —
ahpC 47 po -92)12.13

dTnoHamupg npomoTop inhA H/MN Ot —1 go —32, nHTepreHHble
gyrA 87-95 261-285

DTOPXMHOMOHDI
gyrB 531-544 (unn 492-505)12.14 | 1596-1632

AMUKaLMH, rrs H/MN 13961417

KaHamuuuH,

Kanpeomuumx NnpomMoTop eis H/M OT -6 0o —42, NHTEpreHHble

IIpumepbl BO3MOXKHBIX Pe3ylbTaToB M COOTBETCTBYIONIEH HHTepIIpeTamy cM. B Tabiuma 4. Pucynox 8—Pucynok 16
SIBIISIIOTCS] TPUMEPaMH BO3MOXKHEIX pe3ynbsraroB Tecta Xpert MTB/XDR.

Ta6bnuua 4. MNMpumepsbl pesynsratoB Tecta Xpert MTB/XDR 1 nx nHtepnpetaums

Pe3ynbrar UHTepnpetaumna
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PesynkraT

WUHTepnpeTauusn

MBT OBHAPYXEHA (MTB DETECTED);
YcronumBoctb k INH HE OBHAPYXXEHA (INH
Resistance NOT DETECTED)

Yctonumsoctb kK FLQ HE OBHAPYXXEHA (FLQ
Resistance NOT DETECTED)

YctonumBoctb K AMK HE OBHAPYXXEHA (AMK
Resistance NOT DETECTED)

YctonumnBoctb kK KAN HE OBHAPYXXEHA (KAN
Resistance NOT DETECTED)

YcronumBoctb k CAP HE OBHAPYXXEHA (CAP
Resistance NOT DETECTED)

YctonumBocTtb kK ETH HE OBHAPYXXEHA (ETH
Resistance NOT DETECTED)

B obpasue npucytctyeT uenesas MBT:

MyTauuun, npuBoAsiLLme K YCTONYMBOCTU K U30HWA3NAY,
(OTOPXMHOMOHY, aMUKaLMHY, KaHaMULMHY, KanpeoMULMHY 1in
3TMOHamMuay, He 0BHapyXeHbl.

KoHTponb o6paboTkm obpasua (SPC): H/MN (HenpyMmeHnmo).
CurHan koHTpons SPC He TpebyeTcsi, NOCKOMbKY BO3MOXHA
KOHKYpeHuns amnnudukaumm MBT ¢ gaHHbIM KOHTPOMEM.
KoHTponb 3oHaos: MPOVIEH (PASS) Bce nposepku B pamkax
KOHTPONSA 30HAO0B YCMNELUHO NPOVAEHbI.

MBT OBHAPYXXEHA (MTB DETECTED);
YctonumocTb k INH OBHAPYXXEHA (INH
Resistance DETECTED)

Yctonumsoctb kK FLQ OBHAPYXEHA (FLQ
Resistance DETECTED)

YctonumnBoctb K AMK OBHAPYXXEHA (AMK
Resistance DETECTED)

YctonumnBoctb K KAN OBHAPYXXEHA (KAN
Resistance DETECTED)

YctonumBocTtb kK CAP OBHAPYXXEHA (CAP
Resistance DETECTED)

YctonumBocTtb kK ETH OBHAPYXXEHA (ETH
Resistance DETECTED)

B obpasue npucytctyet uenesas MBT:

MyTaunm, cnocobCTByOLLME YCTOWYMBOCTU K U30HUA3NAY, Obinu
06Hapy>XeHbl B OLHOM WITN HECKOMNbKUX U3 CINEAYIOLMX FEHOB:
katG, fabG1, B HTepreHHoOM pernoHe oxyR-aphC v npomoTope
inhA

MyTaumm, cnocobcTByOLLNE YCTONYMBOCTU K (PTOPXMHONOHAM
(FLQ), 6b1nn obHapy»eHbl B OGHOM UM HECKOMNbKUX 13
cnepyoLwmx reHoB, onpeaensioLmx YCTOMYNBOCTb K XMHOMOHaM
(QRDRY): gyrA n gyrB

MyTaunm, cnoco6eTByOLWME YCTOMYMBOCTU K amMUKaLMHy, bbinn
0BHapy>XeHbl B OAHOM WITN HECKOINbKMNX U3 CNEAYIOLLMX FEeHOB:
rs v npomoTope eis

MyTaunm, cnoco6CTByOLLME YCTOMYMBOCTU K KAHAMULIMHY, Obinn
06Hapy>KeHbl B OHOM UITN HECKOIbKUX U3 CNEAYIOLMX FEHOB:
rs v npomoTope eis

MyTaunm, cnocobCTByOLLME YCTOWUYMBOCTU K KANPEOMULIMHY,
6bInn oOHapyXeHbl B CrieyoLEeM reHe: 1S

MyTaumm, cnocobCcTBylOLLME YCTONYMBOCTU K STMOHaMUAY, Obinm
obHapyxeHbl B cniegytoLem reHe: npomMoTtop inhA

KoHTponb o6paboTkm obpasua (SPC): H/IN (HenpymeHnmo).
CwrHan koHTponst SPC He TpebyeTcsi, NOCKOINbKY BO3MOXHA
KOHKypeHumsa amnnndukauum MBT ¢ gaHHbIM KOHTponem.
KoHTponb 3oHaoe: MPOVIAEH (PASS) Bce nposepku B pamkax
KOHTPONSA 30HAO0B YCMELUHO NPOVAEHbI.

MBT OBHAPYXEHA (MTB DETECTED);
YcronumBoctb k INH OBHAPYXXEHA (INH
Resistance DETECTED)

YctonumsocTb k FLQ HE OBHAPYXXEHA (FLQ
Resistance NOT DETECTED)

YctonumBoctb kK AMK HE OBHAPYXXEHA (AMK
Resistance NOT DETECTED)

Yctonumnsoctb kK KAN HE OBHAPYXKEHA (KAN
Resistance NOT DETECTED)

YctonunBoctb k CAP HE OBHAPYXXEHA (CAP
Resistance NOT DETECTED)

YctonumBoctb kK ETH HE OBHAPYXXEHA (ETH
Resistance NOT DETECTED)

B obpasue npucytcteyeTt uenesas MBT:

MyTaunun, npuBoasLLmMe K yCTONYMBOCTU K (DTOPXMHOSOHY,
amuKaLmnHy, KaHaMULIMHY, KanpeoMULIMHY 1 3TMOHaMuay, He
OBHapyXeHbl.

MyTauum, cnocobCTBytOLLME YCTONUMBOCTU K M30HMAa3nay, 6binm
obBHapy>xeHbl B O4HOM UMW HECKOSbKUX U3 CrEAYIOLLMX reHOB:
katG, fabG1, B UHTEpreHHOM permoHe oxyR-aphC

KoHTponb o6paboTkm obpasua (SPC): H/MN (HenpymeHnmo).
CurHan koHTpons SPC He TpebyeTcsi, NOCKOMbKY BO3MOXHA
KOHKYpeHuns amnnudukaumm MBT ¢ gaHHbIM KOHTPOMEM.
KoHTponb 3oHaos: MPOVIAEH (PASS) Bce nposepku B pamkax
KOHTPOIS 30HAOB YCMNELUHO NPOMAEHDI.
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Pe3ynbrar

WUHTepnpetaumn

MBT OBHAPYXXEHA (MTB DETECTED);
Yctonumsoctb k INH OBHAPYXXEHA (INH
Resistance DETECTED)

Yctonumnsoctb kK FLQ HEOMPEOENEHHASA
(FLQ Resistance INDETERMINATE)
Yctonumnsoctb kK AMK HE OBHAPYXXEHA (AMK
Resistance NOT DETECTED)

Yctonuneoctb kK KAN HE OBHAPYXXEHA (KAN
Resistance NOT DETECTED)

Yctonumnsoctb kK CAP HE OBHAPYXEHA (CAP
Resistance NOT DETECTED)

YctonunBocTtb kK ETH HE OBHAPYXEHA (ETH
Resistance NOT DETECTED)

B obpasue npucytcTeyeT uenesast MBT:

MyTauum, npuBogsLLME K YCTONYMBOCTN K aMUKaLIMHY,
KaHaMULIMHY, KanpeoMULIMHY N 3TMOHaMuAy, He obHapy>KeHbl.
MyTauum, cnocobcTBytOLLME YCTONYMBOCTU K M30HWA3MAY, 6binn
obHapy>eHbl B O4HOM WM HECKOMbKNX U3 CrEAYHOLLMNX FEHOB:
katG, fabG1, B uHTepreHHoMm permoHe oxyR-aphC

MyTauun, cnocobeTByOLLME YCTONYNBOCTM K (PTOPXMHOITOHY,
He Mornm BbITb onpeaeneHbl u3-3a obHapyXeHuss TemnepaTtypbl
nnaeneHns TONbKO HEMYTaHTHOIO TUMNa OAHOMO UMW HECKOMbKMX
30HAOB M OTCYTCTBUS AAHHbIX O TeMMepaTtype nnasneHns
OHOrO UMW HECKONbKMX 30HAO0B, HaLENEHHbIX Ha OAUH UNn
HEeCKOMbKO 13 criegytoLmx reHoB: gyrA unu gyrB. NI He Gbina
onpegeneHa Temneparypa nnasneHus HM OT OOQHOrO U3 30HAOB,
HaLeneHHbIX Ha reHbl gyrA v gyrB.

KoHTponb o6paboTku obpasua (SPC): H/MN (HenpumeHnmo).
CurHan koHTpons SPC He TpebyeTcs, NOCKONbKY BO3MOXHA
KOHKypeHuua amnnudukaumm MBT ¢ AaHHbLIM KOHTpOreMm.
KoHTponbk 30Hao0B: MPOVIOEH (PASS) Bce nposepku B pamkax
KOHTPONs 30HAOB YCMELUHO NPONAEHbI.

MBT OBHAPYXXEHA (MTB DETECTED);
Huskas yctonuusoctb kK INH OBHAPYXXEHA
(Low INH Resistance DETECTED)
Yctonumsoctb k FLQ HE OBHAPYXEHA (FLQ
Resistance NOT DETECTED)

Ycronunsoctb kK AMK HE OBHAPYXXEHA (AMK
Resistance NOT DETECTED) YcTonumBocTb

k KAN HE OBHAPYXXEHA (KAN Resistance
NOT DETECTED) YctonunBocTtb k CAP

HE OBHAPYXXEHA (CAP Resistance

NOT DETECTED) YctonumnBocTb k ETH
OBHAPYXEHA (ETH Resistance DETECTED)

B obpasue npucytcteyeT uenesas MBT:

MyTauun, npuBoasiLLME K YCTOMYMBOCTU K (PTOPXUHOMOHYM,
aMuKaLuuHy, KaHaMWULIMHY 1 KanpeoMULMHY, He 06HapyXXeHbl.
MyTauun, cnocobCcTByHOLLIME HU3KOW YCTOMYMBOCTM K
n3oHWasuay, 6binm obHapyXeHbl B NPOMOTOPHOW obriacTu inhA
MyTauum, cnocobcTBytOLIME YCTOMYMBOCTU K 3TMOHAMUAY, Obinm
o6GHapy>keHbl B MPOMOTOPHOI obnactu inhA

KoHTponb o6paboTku obpasua (SPC): H/MN (HenpumeHnmo).
CurHan koHTponsa SPC He TpebyeTcs, NOCKOMbKY BO3MOXHaA
KOHKypeHumsa amnnudukaumm MBT ¢ AaHHbIM KOHTPONEM.
KoHTponk 3oHaos: MPOVIAEH (PASS) Bce nposepku B pamkax
KOHTPONS 30HA0B YCMNELUHO NPOVAEHbI.

MBT OBHAPYXXEHA (MTB DETECTED);
Yctonumsoctb k INH HE OBHAPYXEHA (INH
Resistance NOT DETECTED)

Huskas yctonunsoctb kK FLQ OBHAPYXEHA
(Low FLQ Resistance DETECTED)
Yctonuneocts kK AMK HE OBHAPYXXEHA (AMK
Resistance NOT DETECTED)

Yctonuneoctb k KAN HE OBHAPYXXEHA (KAN
Resistance NOT DETECTED)

Yctonumnsoctb kK CAP HE OBHAPYXEHA (CAP
Resistance NOT DETECTED)

YctonumBoctb kK ETH HE OBHAPYXEHA (ETH
Resistance NOT DETECTED)

LleneBas nocnepoBatensHoctb MBT npucyTcTByeT B 06pasue;
0o6Hapy»xeHa HM3Kasi yCTONYMBOCTb K (PTOPXUHOSOHY:

MyTauun, NnpuBoasiLLMe K YCTOMYMBOCTU K U30HMA3MAY,
aMUKaLuuHy, KaHAMULIMHY, KanpeoMULUHY 1 3TUOHaMuay, He
0oGHapyKeHbI.

MyTauun, cnocobCcTByHOLLME HU3KOW YCTOMYNBOCTU K
hbTOPXMHOMOHaM, GbInn OOHapyXeHbl B criegytoLem reHe: gyrA
KoHTponb o6paboTkn obpasua (SPC): H/M (HenpumeHnmo).
CurHan koHTpons SPC He TpebyeTtcs, NOCKONbKY BO3MOXHA
KOHKYpeHunsa amnnudgurkaumm MBT ¢ JaHHBIM KOHTPOMEM.
KoHTponk 30HaoB: MPOVIOEH (PASS) Bce npoBepku B pamkax
KOHTPONS 30HA0B YCMNELUHO NPOWAEHbI.
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PesynkraT

WUHTepnpeTauusn

MBT OBHAPYXEHA (MTB DETECTED);
YcronumBoctb k INH OBHAPYXEHA (INH
Resistance DETECTED)

Yctonumsoctb kK FLQ HE OBHAPYXXEHA (FLQ
Resistance NOT DETECTED)

YctonumnBoctb K AMK OBHAPYXXEHA (AMK
Resistance DETECTED)

YctonumnBoctb K KAN OBHAPYXEHA (KAN
Resistance DETECTED)

YcronumBoctb k CAP OBHAPYXEHA (CAP
Resistance DETECTED)

YctonumBocTtb kK ETH HE OBHAPYXXEHA (ETH
Resistance NOT DETECTED)

B obpasue npucytctyeT uenesas MBT:

MyTauun, npuBoasLLme K YCTONYMBOCTU K (DTOPXUHOMOHY 1
3TMOHamMuay, He OBHapyXeHbl.

MyTauum, cnocobeTBytoLLME YCTOMUMBOCTU K M3oHMasmay (INH),
66N 0bHapy>KeHbl B O4HOM MW HECKOMbBKUX U3 CreAYoLLmnX
reHoB: katG, fabG1, oxyR-ahpC

MyTauwnm, cnocobeTByOLWME YCTOMYMBOCTU K amMUKaLMHY, Bbinn
0BHapy>eHbl B OAHOM UIN HECKONbKNX U3 CNEAYIOLMX rEHOB:
rs; NPOMOTOpE €is

MyTaunm, cnoco6CTByOLLME YCTOMYMBOCTU K KAHAMULIMHY, Obinu
0GHapy>XeHbl B OAHOM UITN HECKOIbKNX U3 CNEAYIOLLMX FEeHOB:
rrs; NPOMOTOpE €eis

MyTauun, cnocobCTByOLLME YCTONYMBOCTU K KANPEOMULINHY,
66N 0BbHapy>XeHbl B CNEAYIOLLEM FeHe: IS

KoHTponb o6paboTkm obpasua (SPC): H/MN (HenpyMmeHnmo).
CurHan koHTpons SPC He TpebyeTcsi, NOCKOMbKY BO3MOXHA
KOHKYpeHuns amnnudukaumm MBT ¢ gaHHbIM KOHTPOMEM.
KoHTponb 3oHaos: MPOVAEH (PASS) Bce nposepku B pamkax
KOHTPONSA 30HAOB YCMNELUHO MPOVAEHbI.

MBT OBHAPYXXEHA (MTB DETECTED);
YctonumocTb k INH OBHAPYXXEHA (INH
Resistance DETECTED)

Hu3skas yctonumBoctb k FLQ OBHAPYXXEHA
(Low FLQ Resistance DETECTED)
YctonumnBoctb K AMK HE OBHAPYXXEHA (AMK
Resistance NOT DETECTED)

YctonumnBoctb K KAN OBHAPYXXEHA (KAN
Resistance DETECTED)

YctonumBocTtb kK CAP HE OBHAPYXXEHA (CAP
Resistance NOT DETECTED)

YctonumnBocTtb kK ETH HE OBHAPYXXEHA (ETH
Resistance NOT DETECTED)

B obpasue npucytcteyeT uenesas MBT:

MyTauuum, NnpuBoasiLLMe K YCTOMYMBOCTU K aMUKaLIMHY,
KanpeoMULMHY U 3TMOHaMKUZy, He OGHapYKEHbI.

MyTauum, cnocobeTByOLWME YCTOVYMBOCTU K U30HMa3NAY, Obinu
0BHapy>eHbl B OAHOM UIN HECKONbKNX U3 CNEAYIOLMX rEHOB:
katG, fabG1, B uHTEepreHHoMm permoHe oxyR-aphC n npomoTtope
inhA

MyTaumm, cnocobCTBYHOLLINE HU3KOW YCTONYMBOCTU K
TOpPXMHOMNOHaM, GbinNM 0GHapPYXXeHbI B CrieQyoLeM reHe: gyrA
MyTaunm, cnoco6CTByOLLME YCTOMYMBOCTU K KAHAMULIMHY, Obinn
0o6Hapy>keHbl B MPOMOTOPHON obnacTtu ieis

KoHTponb o6paboTkm obpasua (SPC): H/MN (HenpyMmeHnMo).
CurHan koHTpons SPC He TpebyeTcs, NOCKONbKY BO3MOXHa
KOHKYpeHuns amnnudukaumm MBT ¢ gaHHbIM KOHTPOMEM.
KoHTponb 3oHaos: MPOVIAEH (PASS) Bce nposepku B pamkax
KOHTPONS 30HAO0B YCMNELUHO NPOVAEHbI.

MBT HE OBHAPYXXEHA (MTB NOT

B obpasue oTcyTcTBYET LeneBas nocnegosartensHocTb MBT:

DETECTED) .
e KoHTponb 06paboTku obpasua (SPC): MPONOEH (PASS)
Pesynerat ans SPC cooTBeTCTBYET KpUTEPUSIM MPUEMIIEMOCTH.
e KonTponb 3oHgos: MPONIOEH (PASS) Bce nposepky B pamkax
KOHTPOIS 30HAOB YCMNELUHO NPOMAEHDI.
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Pe3ynbrar WUHTepnpetaumn

HEAEUCTBUTENbHbIN (INVALID) MpucytcTerne unu otcytcteme MBT B 06pasue yctaHOBUTL
HeBO3MOXHo. Pe3ynikraTt anst SPC He cooTBETCTBYET KpUTEPUSIM
npuemnemMocTu, npouecc 06paboTtkun o6pasua npoluen
HeHagnexalmm obpasom mnu MLUP 6bina nHrmbrnposaHa.
MosTopute aHanus. Cm. pasgen Pasgen 16.2. Mpouenypa
MOBTOPHOIO TeCTa 3TOro JOKyMeHTa.

e MBT: HEAEMCTBUTENBHLIV (INVALID). HeBoamoxHo
yCTaHOBWTb, MPUCYTCTBYET UM oTCcyTCTBYeT B obpasue AHK
MBT.

e KoHTponb 06paboTku obpasua (SPC): FAIL (HE MPOVOEHO).
PesynkraT aHanusa Ha uenesyto nocrnegoBaTenbHOCTb
MBT oTpuuaTenbHbIn, npu aToM nopor uukna (Ct) koHTpons
0bpaboTku obpasua He HaxoauTCcs B Npefdenax AvanasoHa
BanMAHOCTW.

e KonTponb 3oHaos: MPOMOEH (PASS) Bce nposepki B paMkax
KOHTPONS 30HA0B YCMNELUHO NPOVAEHbI.

OLUMBKA (ERROR) MpucytcTene unu otcytcteue MBT B 06pasue yctaHOBUTL
HeBO3MOXHO. [NoBTopuTe aHanu3. Cm. pasgen Pasgen 16.2.
Mpoueaypa NOBTOPHOIO TecTa 3TOr0 AOKYMEeHTa.

MBET: HET PE3YIIbTATA (NO RESULT)

KoHTponb o6pabotkn obpasua (SPC): HET PE3YJIBTATA (NO
RESULT)

e KoHTponb 3oHa08: FAIL (HE NMPOMOEHO). Bce unm ogHa us
NPOBEPOK B paMKax KOHTPOMNS 30HAOB He NpoviaeHbl(-a).

Ecnu koHTponb 30HA0B NPOWAEH, OLIMOKa MOXET ObITb
MpwuMm. Bbi3BaHa c6oem KOMMOHEHTa CUCTEMbI, OLLMBKOI onepaTopa
UM HapyLLEHNEM LIeNOCTHOCTU KapTpuaxa.

HET PE3YNbTATA (NO RESULT) MpucytcTerne unu otcytcteue MBT B 06pasue yctaHOBUTL
HeBO3MOXHo. MoBTopuTe aHanu3. Cm. pasgen Pasgen 16.2.
MpoLenypa NoBTOpHOro TecTta aToro AokymeHTa. Coobwenve HET
PE3YJILTATA (NO RESULT) cBuaetensCcTByeT O TOM, YTO coObpaHo
HEeOoCTaTOuHO AaHHbIX. Takoe coobLueHne, HanpuMep, MOXeT
NosIBNATLCS, ecnv nabopaHT nNpepBan TeKyLUMI NPoLLecc aHanuaa.

e MBT: HET PE3YJIbLTATA (NO RESULT)

e KoHTponb 06pabotku o6pasua (SPC): HET PESYJIbTATA (NO
RESULT)

e KoHTponb 30oHAoB: Henpumernumo (NA)

Ha cnegytowmnx pucyHkax npeacTaBneHbl penpe3eHTaTuBHbIE pe3ynbTaThl, BKIOYas BKNAAKY NMKOB NNaBneHus,
MpuM. KoTOpbIX MOXHO OXMAATbL NpU BbiNonHeHUn Tecta Xpert MTB/XDR B npefcTaeneHve Ans nonb3osatenst GeneXpert Dx
C pacLUMPEHHLIMU MOSTHOMOYMSIMU. [oKa3aHbl He BCe BO3MOXHbIE KOMOMHaLMN pe3yrnsTaToB.
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nce HE OBHA

stance HE OBHAP
ance HE OBHAPYX
ance HE OBHAPYIKEH;
nce HE OBHAPYKEH

PucyHok 8. MBT OBHAPYXXEHA; ycTtonumnBocTthb k INH, FLQ, AMK, KAN, CAP n ETH HE OBHAPY>XEHA
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CAPR
ETHR

PucyHok 9. MBT OBHAPYXEHA; yctotunsocTe k INH, FLQ, AMK, KAN, CAP n ETH OBHAPYXXEHA
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ance HE OBHAPYEH

PucyHok 10. MBT OBHAPYXEHA; yctoinunBocTb k INH OBHAPYXXEHA

Xpert® MTB/XDR 23
302-3514-RU, Pepn. F
Anpenb 2023 1.



Xpert® MTB/XDR

Pesynerar

Bepcua 4

[ Pecynarar Pesymuraro awamry | Onurith | T nasnewwn | Owoen | Heropwn | Tonaspwca

‘|Hazeanwe Tecta MTBE-XDR

MTE OBHAPYAEH;

INH Resistance OBHAPYHEH;
FLQ Resistance HE OBHAPYXKEH;

AMK Resistance HEONPEOENEHHLI:

KAN Resistance ObHAPYHEH;

CAP Resistance HEOMPEOQENEHHKI;
ETH Resistance ObBHAPYAEH

HaseaHue
aHanuTa

Temnepatypa
Muka
MnaeneHun

BrlcoTa
Muka
MnaeneHun

{[inhA-melt

(| katG-melt

||FabG1-melt

1.5

2546

‘{|ahpC-melt

68,7

494

(|lgyra1-mett

76,3

629

||gyraz-mett

70,2

59,8

(|lgyra3-mett

715

56,5

||gyrB2-melt

69,4

748

(|rrs-metlt

||eis-melt

‘|linhA-mut mett

709

2777

|| katG-mut melt

68,2

1577

||[FabG1-mut melt

‘||lahpC-mut melt

|| |gyrAd-mutA melt

|lgyra1-mutB melt

|| gyrat-mutc melt

‘(| gyra2-mutA melt

||gyra2-mutB melt

|| gyrA3-muts melt

|| |gyrA3-mutB melt

||lgyrA3-mutc melt

||gyrB2-mut melt

||rrs-mut melt

|| eis-mutA mett

|| gis-mutB melt

62,6

46,5

PucyHok 11. MBT OBHAPYXEHA; yctonuusoctb K INH n KAN

OBHAPYXEHA; yctonunBoctb kK AMK u CAP HEONPEOENEHHAA
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PucyHok 12. MBT OBHAPYXXEHA; yctonumnBocTb K INH 1 Hu3kas yctonuusoctb kK FLQ OBHAPYXXEHA
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PucyHok 13. MBT OBHAPYXXEHA; yctoiunsocTb k INH, FLQ, AMK n KAN OBHAPYXXEHA

26 Xpert® MTB/XDR
302-3514-RU, Pen. F
Anpenb 2023 1.



Xpert® MTB/XDR

MTB HE ObHAPYXEH

PucyHok 14. MBT HE OBHAPYXEHA (MTB NOT DETECTED)
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PucyHok 15. HEQEACTBUTENBHbIN (INVALID)
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PucyHok 16. OLLUBKA (ERROR)

16 NoBTOpPHOE BbINONMHEHME TECTa

16.1 MpUYnHBLI NOBTOPHOIro BbLINOSIHEHUA TecTa

IIpn nomydeHnn Mmo60T0 U3 CIESAYIONUX PE3yIIbTaTOB aHAJIH3a IIOBTOPUTE aHAIIN3 B COOTBETCTBHU C YKa3aHUSIMH,
n3noxxeHHbIMU B Pazznen 16.2. [Iponenypa moBTopHOTO TECTa.
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e HEOEACTBUTENBHbIN (INVALID) pesynsrar ykassisaer Ha To, 4To He npoiinens: mposepku SPC. Ipomece
o6pabotku 0Opasia mpoues HeHaaIexamum oopasom, [TIP Gbu1a HHrHOUpPOBaHA MM HE COONIFONAIICH [IPaBHUIIa B3SITHS
obpasma.

o Pesynsrar OLUMBKA (ERROR) Mor 65ITh 06yCIIOBIIEH, TOMHMO TIPOYET0, HEMPOXOKIACHUEM KOHTPOJIS 30HI0B HIIH
HPEBBIIICHHEM MIPEACIOB MAKCHMAIBHOTO TaBICHHSL.

e Coo6wenne HET PE3YJIBTATA (NO RESULT) cBuzetenbCTByeT 0 TOM, 4TO COOPAHO HEJOCTATOYHO JAHHBIX.
Hanpumep, eciti orieparop mpepBai BBITOMHSOIHMIACS MPOLECC aHaIM3a WITH IIPOU301IeN nepeboii B nojade
AJIEKTPOIHEPIHUH.

e Pesynsrar <HEOMPEOENEHHASA (INDETERMINATE)» ykassiBaet Ha TO, YTO HEJb3sl CIEIATH OKOHYATEIBHBIN
BBIBOJI 00 yCTOHYMBOCTH K JAHHOMY TIperapaTry Ha OCHOBE anroputMma tecta (mogpobHee cM. Pasngen 17. Orpannyenus).
[ToBTOpHOE TECTUPOBAHKE C APYTUM 00PA3IIOM MOXXET IIPUBECTH MITH HE IPUBECTH K APYTOMY PE3YJIbTary.

16.2 NMpoueanypa NOBTOPHOro TecTta

IoBTOpHTE aHAIN3 C HOBBIM KapTPHIPKEM (HE HCHOJIB3YITe KapTPHDK ITOBTOPHO). [Ipy Hanuauy HEUCIIONb30BaHHON
MOKPOTEHI (He MeHee 1,0 MiT) Wi BOCCTaHOBJIEHHOTO ocajka (He MeHee 0,5 MiT) Bcerna clieffyeT HCIOIb30BaTh HOBBII
peareHT U1t 00pa3IoB C IETbI0 ISKOHTAMUHAIINY U Pa3KIKEHNSI MOKPOTHI TIepest IpoBeaeHneM tecra. Crenyiite
HHCTPYKIUSIM IT0 00paboTKe 00pa3IoB B COOTBETCTBUH C ykazaHusiMu Pasmen 12.1. Iporenypa ¢ ucnonbp3oBaHEM
HeoOpaboTaHHOH MOKpOTHI mitn Paznen 12.2. IIponenypa ¢ NCIIONB30BaHHEM IEKOHTAMUHHAPOBAHHOTO KOHIIEHTPUPOBAHHOTO
0CaJKa MOKpOTBL.

Ecnm mMeercst mocTaTouHOE KOIMYECTBO HENUCIIOIb30BaHHOTO 00pasiia, 00paboTaHHOTO peareHToB A 00pa3ioB, KOTOPHIi
XpaHuics He Ooiee 2,5 gacoB mpu Temmeparype 10 35 °C wim He 6omnee 4 waco npu 2—8 °C ¢ MOMEHTa [IEPBOHAYAITBEHOTO
J00aBIICHUS peareHTa IJisi 00pas3moB, TO TAKOH OCTaBIIMHCS 00pa3er] MOKHO IIPOaHAH3HPOBATh C IOMOIIBI0 HOBOTO
kapTpu/pKa. [Ipyu IoBTOpHOM TeCTHPOBAHUY BCEIZa UCHONb3yHTe HOBBII KapTpUK U HadMHaiTe TecT B TedueHue 30 MUHYT
noce robasieHns oopadoranHoro oopasna B kaprpumk. Cm. Pazpen 12.3. IToxroroBka kapTpumka.

17 OrpaHn4yeHusn

e OyHkuMoHaNbHbIE XapakTepucThku Tecta Xpert MTB/XDR mpouuiy Banuaanuio ToIbKO C UCIIONB30BAaHUEM TIPOLIEAYP,
OIMCAaHHBIX B JAHHOM BKJIa/pllIe-UHCTPYKIUU. Vi3menenus npoueaypsl Tecra XDR crnenyer HHTepnpeTupoBarh ¢
YUYETOM JPYrux J1abopaTOpPHBIX U KIMHHUYECKUX JTAaHHBIX, UMEIOIIUXCS Y Bpaya.

e Paboune xapakrepuctuku Tecta Xpert MTB/XDR 3aBucsr ot npodeccrHoHanbHbIX HAaBBIKOB Olleparopa u
COOMIOIEHNUS MPOLEAYD BBIMOIHEHUS TecTa. OMMOKH IPH BHITIOIHEHUN TECTA MOTYT HPHBOJUTH K TOIY4YEHUIO
JIO’KHOTIONIOXKHTENBHBIX MITH JIOKHOOTPUIATENbHBIX PE3YIBTaToB. Bee onmepartopsl, paboTaromye ¢ ycTpoicTBOM,
JOJKHBI IPOUTH HaJJIexkalnee 00yueHHe o paboTe ¢ yCTPOICTBOM B TECTOM.

o KpamudunupoBaHHBI MEIUIUHCKUH paOOTHUK JJOMKEH HHTEPIPETHPOBATH PE3YIIbTaThl TECTa, yUUTHIBAS HCTOPHIO
0oJe3HN MANMCHTA, KIMHNYECKHE IPU3HAKY M CUMIITOMEI, @ TAKXKE Pe3yIbTaThl IPYTUX THATHOCTHIECKUX TECTOB.

e Tak kak Bo3MOokHOCTH 0OHapyxeHus JJHK xomriekca MBT 3aBUCHT OT KoJM4YeCcTBa MPUCYTCTBYIOIIMX B 00pasiie
MHKPOOPTaHU3MOB, IOCTOBEPHOCTH PE3yJILTaTOB TECTA 3aBUCHUT OT IIPABUIIBHOCTH cOopa o0pasna, 00pamnieHus ¢
HHUM H ero xpaHeHus. OmmOoYHbIe pe3y/IbTaThl aHaIN3a MOTYT OBITh CBSI3aHBI C HEIPaBUILHBEIM cOOpoM 00pasia,
HecoOITIoIeHHeM PEKOMEHJOBaHHOH Nporeaypsl coopa 00pa3IoB, HHCTPYKIHMI [0 00PAIEHNIO U XPAaHEHHIO,
TEXHUYECKOH OIMOKOM, TepeMeIInBaHIeM 00pa3IioB WM HEOCTaTOYHON KOHIIEHTPAIMEl HCXOQHOTO MaTepHaa.
YroObI 1306eKaTh HOyIeHHs OIINOOYHBIX Pe3yIbTaTOB HEOOXOMMO TIIATEIEHO COOIIONATh HHCTPYKIUH,
IIPEACTaBICHHBIC B JAHHOM JIUCTKE-BKJIA/IbIIIE.

e Taxoke Ha pe3yNbTaThl TECTa MOXKET MOBJIUSTH COMYTCTBYIOIIMI MM MPEALISCTBYIOINI IpHeM aHTUONOTHKOB. [Ipu
MIOMOILIM STOTO TECTa HEeNb3s OLICHUBATh yCHEeX WM HeI(P(YEKTUBHOCTD JIeYeHHs, TaK Kak Bo3MOXHO npucytcrue JJHK
MHKOOAKTEepHii B 00pasiiax U Mocie 3aBEPIICHHUS IPOTUBOTYOCPKYIC3HOM Teparuu.

o [JonoXXuTenbHBIA Pe3ynbTaT TeCTa He CBUIETENLCTBYET OQHO3HAUYHO O MPUCYTCTBUH )KU3HECIOCOOHBIX
MHUKpooprann3mMoB. Onnako npennonaraerca Hannuue JJHK xomminexkca MBT, Bkirouas MmyTanuu, CBSI3aHHBIE C
YCTOHUYHBOCTBIO K H30HHA3H Y, QTOPXUHOIOHYM, aMHKAIMHY, KAHAMULMHY, KAlIPEOMHILIUHY U STHOHAMHULTY.

e Myranuu wiu nonuMophHU3MbI B y4acTKaX CBA3bIBAHUS IpaiiMepa MM 30HAA MOTYT HOBIIUATH HAa BO3MOXXHOCTb
0o0OHapy)KeHHs HOBBIX WX Hen3BecTHHIX mTaMMoB LIIJIY-MBT u npuBecTH K NOIXyYEHHIO PE3yIbTaTa O HaTHIHU
YyBCTBUTEJIFHOCTH K JIEKAPCTBEHHOMY IIpeTiapary.

e Tect Xpert MTB/XDR He nmoaTBepkaaeT 4yBCTBUTENEHOCTE K H30HHA3UAY, GTOPXHHOJIOHY, aMHKAIMHY, KAHAMHULIMHY,
KaIlpeOMULUHY U ATHOHAMUJY, IOCKOJIbKY MOT'YT CyILeCTBOBATh MEXaHU3Mbl yCTOMUYUBOCTH, OTJIMYHBIE OT TEX, KOTOPhIE
BBIIBIISIIOTCS C ITOMOIIBIO JJAHHOTO TECTa, U KOTOPBIE MOTYT OBITh CBSI3aHBI C OTCYTCTBHEM KIMHHUYECKOTO OTBETa Ha
JIeYECHUE.
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o Bo3MOXHOCTP Hcnionb3oBaHusa Tecta Xpert MTB/XDR ans ananmza KpoBH, CIHHHOMO3TOBOM KHUIKOCTH, KETYIOYHOTO
acrupara, Kaja, TKaHeH, MOYH He OIeHUBAJIACh.

e Xots 00pa3ibl HHAYIHPOBAHHOH MOKPOTHI He OBIIH BKITIOUEHBI B OLEHKY KIMHHIECKOH 3()(EeKTHBHOCTH TECTa
Xpert MTB/XDR, u30ToOHHYECKHE WM THTIEPTOHHIECKHE PACTBOPHI, OPOHXOIMIATATOPH! H HHTAISIIOHHEIC
OPOHXOPACIIUPSIONINE CPEACTBA, OOBITHO UCTIONB3yeMbIe IPH cO0pe HHIYIINPOBAHHOH MOKPOTHI, OBIIH
MIPOTECTUPOBAHBI M OBIJIO YCTAHOBJIEHO, YTO OHM HE BIMSIOT HA Pe3yIbTaThl TecTa. IHIyKIns CONeBBIM PacTBOPOM
MOXKET IIPUBECTHU K HEJJOCTATOYHOMY KOJTMYECTBY BOCCTAHOBJIEHHBIX MUKPOOPTaHU3MOB U MOXKET TIOBIIHATH Ha
obHapyxenue M. tuberculosis.

e KoHIEHTpHPOBaHHBIE 0CAKH MOKPOTHI, UCIIOJIL30BaHHBIE NIpH oLeHKe d(pdexTuBHOCTH Tecta Xpert MTB/XDR, Obun
npurorosiens! ¢ mpumerenreM NALC-NaOH mo metony Kenta (Kent) 1 Kyouna (Kubica)!l. Ucrionb3oBarue apyrux
METO/IOB HOJTOTOBKH 0Ca/IKa MOXKET TIOBJIHMATH Ha Pe3yJIbTaThl TECTa.

e OTpHUaTeNbHBIN Pe3ysbTaT TecTa He UcKiIodaeT Bo3MoxxHocTH Boiaenenus JJHK kommiuekca MBT u3 o6pasua
mokpoThl. Tect Xpert MTB/XDR crienyeT ucnonb30BaTh B COUCTAHUN ¢ MUKOOAKTEPHUATBHON KYJIBTYpO BO H30C:KaHKE
PHUCKa NOJTYUYCHHU JIOKHOOTPULATCIIbHBIX PE3YJIBTATOB U JI BBIJACIICHUSA MUKPOOPIraHU3MOB IS UX )Ia.]'leei/'I]_l_Iel"O
OIpeaACTICHUS U TECTUPOBAHUA HA YYBCTBUTCIBHOCTD K JICKAPCTBEHHBIM IIpEIiapaTam.

e Osumaercsi, 4To mokasarenau 0opasios ¢ pesynsraramu « OBHAPYXXEHbI cneabl MBT (MTB Trace
DETECTED)» npu ananuse ¢ nomouisto tecta Xpert MTB/RIF Ultra GynyT Hixe nopora ooHapyxeHus recta MTB/
XDR; ux HE pEKOMEH/IyeTCs UCIIOJIb30BATh IS aHAIK3a ¢ omorikko Tecta Xpert MTB/XDR.

o Meronuka tecra Xpert MTB/XDR He npenycmaTpuBaeT BhISBICHUS pa3induii Mexay BugaMu komruiekca MBT
(manpumep, MBT, M. bovis, M. africanum, M. canettii, M. microti, M. caprae, M. pinnipedi, M. mungi u M. orygis).
Kpome Toro, Heo6X0AUMO TaKKe IPOBECTH KyJIBTUBUPOBAHHE, YTOOBI OMPEENINTh, TPUCYTCTBYeET 1 mTamm HTM
Hapsny ¢ komiuiekcom MBT.

e B myOmukanusax cooOmaercs o 6oiee HU3KOH YyBCTBUTEIFHOCTH Y TAIMEHTOB AETCKOTO BO3pacTa u3-3a AU Py3HOTO
xapakTepa nHpekr MBT B Ierkux 3Toi MOMyISNNH HAIlEHTOB, a TAKXKE U3-3a TPYIHOCTHU MOTYyYCHUS Hy>KHBIX
o6pasmos!6:17,

e (CwmemanHble HHbeknud, Bo3BaHHbIe MBT u M. marinum, MOTYT IPUBECTH K TIOIYYEHHIO pe3yIbTaTa
«HEOMPEQOENEHHASA (INDETERMINATE)» st dropxusosnona npu >104 KOE/mn M. marinum ua pone MBT na
ypoBHe <408 KOE/mi1.

e B penkux ciryyasx npaiMepsl U 30HbI 7S MOTYT IIEPEKPECTHO B3aMMOJCHCTBOBATh C MUKPOOaMH OKpY KaroIiei
cpelibl WM MUKPO(IIOPOH MOKPOTHI, YTO MOKET IPUBECTH K moinydenuto pesyiasrara Kt HEOMPEOENEHHAA
(INDETERMINATE)» n1st aMukalnHa, KaHAMHIMHA M KATIPEOMHUIIMHA.

o Tect Xpert MTB/XDR onpenesser ycToi4MBOCTb K 3THOHAMHUY, CBI3aHHYIO TOJBKO C MyTal[MsIMH B TPOMOTOPHOIA
obnactu inhA. OTCyTCTBHE MyTaluii B IPOMOTOPHOM o0acTu reHa inhA He MCKITI04aeT YCTOHYHMBOCTH K AITHOHAMHY
(ETH). bouto ycTaHOBIIEHO, YTO MyTaIlly, 00€CHeYNBalOIINe YCTONYMBOCTD K 3THOHAMU/LY, IPUCYTCTBYIOT B TeHOMHBIX
obnacTsx, He OXBayeHHbIX TecToM Xpert MTB/XDR.13

e (CBa3p MyTauuii B reHax oxyR-ahpC u gyrB ¢ yCTOMYMBOCTBIO K M30HUA3HAY M HTOPXHHOJIOHY, COOTBETCTBEHHO,
OKOHYATEeJILHO HE yCTAHOBJICHA; OJHAKO B OITYyOIMKOBAaHHBIX UCCIIEOBAHUSIX COOOIIAETCS, YTO ITH MyTalluH
0OHAPY)XKMBAIOTCS B IITAMMAX, yCTONYUBBIX K H30HUA3ULY U pTOpXHHOIOHAM!S:19,

e Hanuune aeienuii Win penkux MyTalni B JI0O0M H3 T€HOB-MHIICHEH MOXET IPHBECTH K MOTYIECHHUIO Pe3ysbTara
«HEOMNPEOENEHHASA (INDETERMINATE)» /151 KOHKpETHOTO JIEKAPCTBEHHOTO TIperapara.

e B cinyuae 06pa3ioB co CMENIaHHOM MOMyISIHeil KaK YyBCTBUTENIBHBIX, TAK M YCTOHYMBBIX IITAMMOB, CYLIECTBYET
BEpOSITHOCTH TOTO, 4TO TecT Xpert MTB/XDR MoxeT He 00HapyXUTh MyTalUIO, €CIIH YCTOWYNBAS TTOMYIISIHS
MIPUCYTCTBYET Ha HEOIPEeSIeMBIX JUIS TECTa YPOBHSIX.

e B o0pa3uax ¢ oueHb HU3KOH OaKTepuanbHON Harpy3KOW MM B CMECH YyBCTBUTENBHBIX U YCTOMYHMBBIX IITAMMOB TECT
Xpert MTB/XDR He MOXXET HaIe)KHO Pa3IMIUTh HU3KUIl U BEICOKUiT yPOBEHB YCTOIYMBOCTH K (PTOPXHHOJIOHY.

18 KnuHunyeckue pyHKUMOHaNbHbIE XapaKTePUCTUKN

Bruto mpoBeneHo ABa KIIMHIUYECKUX HccnenoBanus. Kinmandeckas a¢pdexruBHOCTh TecTa Xpert MTB/XDR onenuBanace ¢
HCTIONIb30BaHUEM PETPOCIIEKTHBHO COOPAHHBIX 3aapXUBHPOBAHHBIX 3aMOPOKEHHBIX 00pa3IoB He0OPaOOTaHHON MOKPOTHI U
KOHIICHTPHPOBAHHOTO 0Ca/IKa MOKPOTHI B KITMHIYECKOM UCCIIEIOBaHNH 1, a TaK)Ke MO MPOCIIEKTHBHBIM 00pa3iaM MOKPOTHI
n xyneTypsl MGIT (nHaukaropHas npobupka pocta Mukobakrepuil) B KnmmandeckoM nccnenoBanuy 2.

18.1 O6pa3ubl MOKpPOTDI

Bbu10 poBezieHO clienoe KIIMHUYECKOe UCCieI0BaHKe T olieHKH 3 dekruBHocTH Tecta Xpert MTB/XDR otHOCcHTEnbHO
MHKPOOHOIOTHYECKUX U MOJICKYJISIPHBIX ATAJIOHHBIX METO/IOB, TO €CTh TCCTHPOBAHKE M CEKBEHUPOBAHUE (DEHOTHITNYECKON
JekapcTBeHHOI uyBcTBUTENBHOCTH (G TJIH) A5 BBISIBIICHHUS JIEKAPCTBEHHOMH YCTOWYMBOCTH K M30HHA3UTY, STHOHAMHU/TY,
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(TOPXMHOIOHY M MHBEKIIMOHHBIM IIpEnapaTaM BTOPOH JIMHUM (aMHUKalWHY, KaHAMUIIMHY ¥ KanpeoMunuHy). Kpome toro,
KITMHHYECKy0 3¢ pextuBHOCTh TecTa Xpert MTB/XDR s oonapyxerns MBT cpaBauBanu ¢ rectom Xpert MTB/RIF
tectoMm Xpert MTB/RIF Ultra. B 1Byx nccienoBarenbcKux IEHTPaX ¢ H3BECTHOM BBICOKOH pacnpocTpaHeHHOCThI0 MIJTY -
Tb u LIJIY-TH ObutH OTy4eHBI 3aMOPOKEHHBIE apXUBHBIE HE0OpaOboTaHHBIE 00Pa3LIbl MOKPOTHI HIIH KOHIIEHTPUPOBAHHOTO
0Cajika MOKPOTBI, O KOTOPBIX H3BECTHO, YTO OHU SIBIISIOTCS MONOKUTENBHBIMU WM OTPHIATENbHBIME TI0 ToceBy MBT

B Tabnuua 5 mpencraBieHs! JaHHBIE IO 9yBCTBUTEIBHOCTHU | crienuduyHocT Tecta Xpert MTB/XDR nis onpenenenus
JIeKapCTBEHHOH ycToitunBocTH oTHOcHTenbHO G TJIU. UyBcTBHTENMBHOCTH COCTaBIsa >90 % A1 H30HMA3H A,
(TOPXMHOIOHA ¥ aMHUKAIMHA, >85 % 15 KaHAMHI[IHA U KapIIpeoMHUIuHa, >64 % a7 STHOHAMH/A; TI0Ka3aTellb
crerGUIHOCTH COCTAaBIAN >98 % 1I1s BceX JIeKapCTBEHHBIX MPENaparoB.

Tabnuua 5. Xpert MTB/XDR no cpaBHeHuto ¢ pTIY ana onpeaeneHus
neKapcTBeHHOW YCTOMYMBOCTHU (PeTpOCNeKTUBHbLIE 06pas3Lbl)

lekapcTBEHHbI¢ N un no 1o nn YyBcTBUTENDb- 95% 1M Cneuunduy- 95 % M
npenaparbl HoCTb (%) HOCTb (%)
INH 478 244 23 209 2 91,4 87,4-94,2 99,1 96,6-99,7
FLQ 417 148 11 254 4 93,1 88,0-96,1 98,5 96,1-99,4
AMK 405 79 7 317 2 91,9 84,1-96,0 994 97,7-99,8
KAN 343 58 8 276 1 87,9 77,9-93,7 99,6 98,0-99,9
CAP 167 21 4 142 0 84,0 65,3-93,6 100,0 97,4-100,0
ETH 230 75 41 112 2 64.72 55,6-72,8 98,3 93,8-99,5

a CooObLLeHMe 0 PE3NCTEHTHOCTM K ITMOHAMUAY OCHOBAHO TOMNbKO Ha 0GHAPYXXEHWUW MyTaLmii npomoTopa inhA, YTo NPUBOAWT K

6onee H13KoM YyBCTBUTESTbHOCTU.

B Tabmuna 6 mpencraBiieHbl JaHHBIE [0 9yBCTBUTENBEHOCTH M criennduanoctr Tecta Xpert MTB/XDR st onpenenenus
JIEKapCTBEHHON YCTOWYMBOCTH OTHOCUTENIBHO CEKBEHUPOBaHUs. UyBCTBUTENLHOCTD cocTasisuia >93 % mns FLQ
(propxunonon) u 6onee 96 % nust INH (m3onnasun), AMK (amuxanun), KAN (kanamunun), CAP (xanpeomunnn) u ETH
(3tmonamun); crierduanocts coctapsuia 100,0 % miist Bcex JiekapeTB, MEPEYHCIICHHBIX B Tadnuie, kpome INH, mis atot
napametp Obu1 paBeH 98,7 %.

Ta6bnuua 6. Xpert MTB/XDR no cpaBHeHUI0 ¢ CeKBEHUpPOBaHUEM Ans
onpeAeneHnUs NnekapcTBEHHOW YCTOMYMBOCTU (pPeTpocneKTUBHbIe 06pasubl)

|

[lekapCTBEHHbI¢ N un no 1o nn YyBcTBUTENb- 95% 1M Cneundunu- 95 % OV
npenaparbl HocTb (%) HocTb (%)
INH 471 241 3 224 3 98,8 96,5-99,6 98,7 96,2-99,5
FLQ 469 152 11 306 0 93,3 88,3-96,2 100,0 98,8-100,0
AMK 463 81 3 379 0 96,4 90,0-98,8 100,0 99,0-100,0
KAN 463 88 3 372 0 96,7 90,8-98,9 100,0 99,0-100,0
CAP 463 78 3 382 0 96,3 89,7-98,7 100,0 99,0-100,0
ETH 473 104 3 366 0 97,2 92,1-99,0 100,0 99,0-100,0

B Tabnuua 7 npeacTaBieHbl OKa3aTeIn MPOLEHTa COBIAICHHS ITON0KUTEIbHBIX PE3yIIbTaToB (positive percent agreement,
PPA) u nporieHTa coBma/ieHns OTPULATENbHBIX pe3yabpTaToB (negative percent agreement, NPA) tecta Xpert MTB/XDR
orHocutenbHO Tecta Xpert MTB/RIF nns o6Hapysxenus MBT, kotopsie coctasisaior 98,9 % u 93,8 % cOOTBETCTBEHHO.
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Tabnuua 7. Xpert MTB/XDR no cpaBHeHuto ¢ Tectom Xpert MTB/RIF gnsa onpegenenna MBT

Xpert MTB/RIF TecT
MBT o6GHapyxeHa MBT He Bcero
(MTB detected) | o6HapyxeHa (MTB
not detected)
MBT o6HapyxeHa a
(MTB detected) 2713 2 275
MET He
Xpert MTB/XDR | 6, apyskera (MTB 3b 30 33
not detected)
Bcero 276 32 308
PPA 98,9 % (95 % OW: 96,9-99,6)
NPA 93,8 % (95 % OW: 79,9-98,3)

a Ha MomeHT cbopa o6pasLoB nauneHTbl MPOXOAUNY ANUTENbHYI NPOTUBOTYBEPKYNE3HYIO Tepanuio.
b O6pasubl 6biK HUXEe nopora obHapyxeHus Ansa Tecta Xpert MTB/XDR.

B Ta6nuna 8 npencrasnens 3HaueHust PPA u NPA ms recta Xpert MTB/XDR otHocutensHo Tecta Xpert MTB/RIF Ultra
st ooHapyxeruss MBT, kotopeie coctaBistot 99,5 % u 100,0 % COOTBETCTBEHHO.

Tabnuua 8. Xpert MTB/XDR no cpaBHeHuto ¢ Xpert MTB/RIF Ultra gns onpeaenenina MBT

Xpert MTB/RIF Ultra
MBT oGHapyxeHa MBT He Bcero
(MTB detected) | o6HapyxeHa (MTB
not detected)
MBT obHapyxeHa
(MTB detected) 207 0 207
MBT He
Xpert MTB/XDR o6GHapyxeHa (MTB 1@ 14 15
not detected)
Bcero 208 14 222
PPA 99,5 % (95 % OW: 97,3-99,9)
NPA 100,0 % (95 % AW: 78,5-100,0)

a Mony4yenHbiiXpert MTB/RIF Ultra pesynstat: O6HapyxeHbl cneabl MBT (MTB Trace Detected).

B 15 u3 BemonnenHsix 531 nukios tecta Xpert MTB/XDR B pamkax 3Toro ucciaenoBaHus ¢ NEPBOH MOMBITKH ObUTH
onydeHs! Heonpenenennsie pesynsrars (OLUMBKA (ERROR), HEQEMCTBUTENbHbBIN (INVALID) i

HET PE3YJIbTATA (NO RESULT)). ITpu moBTOpHOM TE€CTHPOBAaHWH 3THX 15 00pasioB OHH pe3yJbTaT OCTalCs
HeomnpezneneHHbIM. [TokaszaTens HeonpeeIeHHbIX Pe3ynbTaToB IepBUYHOro TecTa coctaBui 2,8 % (15 u3 531), a nokasarens
HEOMPEICICHHBIX Pe3yNbTaToB KOHeUHOTro Tecta coctaBui 0,2 % (1 u3 531).

Lenpr0 MHOTOLIEHTPOBOTO KIIMHUUECKoTo nccienoBanus (Kimanaeckoe uccnenoBanue 2) 6bu1a oneHka 3phexTnBHOCTH
tecta Xpert MTB/XDR ornocurensro GTJIY 1 cexBeHNpOBaHYS IS BBISIBICHUS B 00pa3ax MOKPOTHl YCTOHYMBOCTH

K U30HHA3MTY, STHOHAMULY, HTOPXMHOJIOHY U MHBEKIIMOHHBIM IIperapaTtaM BTOPOH JIMHUH (aMHUKAIMHY, KAHAMHLIHY
KarpeoMHIuHy). B uccnenoBanye ObuM BKIFOYEHBI IPOCIEKTHBHO COOpaHHBIE 00pa3Ibl MOKPOTHI M3 YETHIPEX [IEHTPOB C
BBICOKOI1 pacripoctpaneHHocTEI0 MJTY-Th. HeoOpaboranusie 00pa3ibl MOKPOTHI M 00pasIisl H3014TOB KyinbTypsl MGIT,
KOTOpBIE, KaK ObIII0 N3BeCTHO, 06 MBT-noNnoXUTE b HBIMH, OBIIIH IIPOaHAIM3HPOBAHBI Ha JIEKAPCTBEHHYIO YCTOHYMBOCTS.

B Ta6nuna 9 npencraBieHsl JaHHBIE IO YyBCTBUTENBHOCTH 1 crienuduanocTr Tecta Xpert MTB/XDR st mro6oit
JIEKapCTBEHHOI ycTounBocTH oTHOCHTENBbHO G TJIY mpu ananm3e 06pa3iioB MOKpPOTHL. UyBCTBUTEIBHOCTh COCTaBHIIA
>90 % 11 M30HMAa3KIa, PTOPXUHOIOHA M KaHAMUIMHAE, >85 % i amukarmHa, >70 % s kanpeoMunmHa u >50 % mist
stroHamMua. CrieliuUIHOCTE JUIsS BCEX MPenaparoB coctaBuia > 92 %.
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Ta6bnuua 9. Xpert MTB/XDR no cpaBHeHuto ¢ bTIY ans onpeneneHus
fieKapCTBEHHOW YCTOM4YNBOCTHU (MPOCNEKTUBHbIE OOpa3Lbl)

|

[lekapCcTBEHHbI¢ N un no 1o nn YyBcTBUTENb- 95 % OV Cneundunu- 95 % OV
npenaparbl HocTb (%) HocTb (%)
INH 587 | 452 24 106 5 95,0 92,6-96,6 95,5 89,9-98,1
FLQ 583 | 203 13 347 20 94,0 90,0-96,4 94,6° 91,7-96,4
AMK 571 54 9 500 8 85,7 75,0-92,3 98,4 96,9-99,2
KAN 573 155 14 372 32 91,7 86,6-95,0 92,1° 89,0-94,3
CAP 573 50 17 503 3 74,6 63,1-83,5 99.4 98,3-99,8
ETH 588 169 148 | 258 13 53.3° 47,8-58,7 95,2 92,0-97,2

a Heckonbko obpasuos ¢ myTauusamu A90V/S91P/D94A B reHe gyrA 6binu onpeageneHsl ¢ noMoLlbio dTIIY kak 4yBCTBUTESNbHbIE,
HO KaK yCTOMYMBbIE C MOMOLLbIO TECTA, HYTO NMPUBENO K CHMKEHWIO CneundUYHOCTU.
b Heckonbko 06pasLoB ¢ MyTauMsiMM NPOMOTOPa €is M reHOM AMKOro Tuna rrs 6biny onpeaeneHsl ¢ nomowbio M TIY kak
YyBCTBUTENbHbIE, HO KaK YCTONYMBBLIE C MOMOLLIbIO TECTA, YTO NMPUBENO K CHKEHMIO CneLmduyHOCTH.
¢ CoobLeHne 0 pe3nCTEHTHOCTM K 3TMOHaMUAY OCHOBaHO TOMbKO Ha OBHapyXeHun MyTauumin npomoTtopa inhA, 4To NPMBOANUT K

Gornee HU3KOW YyBCTBUTENbHOCTY.

B Tabnuua 10 npeacTaBiaeHbl JaHHBIE IO YYBCTBUTENBHOCTH U cniennuaHocTH Tecta Xpert MTB/XDR st mo6oit
JIEKapCTBEHHOH YCTOIYMBOCTH OTHOCHTEIBHO CCKBEHUPOBAHMS MPH aHAIHM3€ 00pPa3l[0B MOKPOTHI. UyBCTBUTENBHOCTD

coctaBuna >90 % i n3oHMa3nAa, GTOPXUHOIOHA M KaHAMUIIMHA (TT0Ka3aTenb OKpywieH ¢ 89,5 %), >70 % mis amukanuHa,

>65 % nns xanpeomunuHa 1 >95 % nust sTnonamuga. CreruUIHOCTS JUIS BCEX JIEKApPCTBEHHBIX IPENapaToB COCTaBUIA >

98 %.

Tabnuua 10. Xpert MTB/XDR no cpaBHeHUIO C CEKBEHUPOBaHWEM ANs
onpepeneHns nekapcTBeHHON YCTONYMBOCTHU (NPOCNEKTUBHbIE 06pa3Libl)

JlekapcTBeHHbI¢ N un no 1o nn YyBcTBUTENDb- 95 % Ou Cneuunduy- 95 % v
npenaparbl HocTb (%) HocTb (%)

INH 515 411 17 85 2 96,0 93,7-97,5 97,7 92-99,4
FLQ 513 201 6 303 3 97,1 93,8-98,7 99,0 97,2-99,7
AMK 501 50 18 430 3 73,5 62-82,5 99,3 98-99,8
KAN 503 170 20 308 5 89,5 84,3-93,1 98,4 96,3-99,3
CAP 504 45 23 435 1 66,2 54,3-76,3 99,8 98,7-100
ETH 517 160 6 347 4 96,4 92,3-98,3 98,9 97,1-99,6

18.2 O6pasubl MGIT

Llenbr0 MHOTOIIEHTPOBOTO KIMHAYECKOTO nccnenoanus (Kimanyeckoe uccaenoBanue 2) Obuia TakKe OLCHKA

s¢pdexruBHOCTH Tecta Xpert MTB/XDR otnocutensro GTJIY u cexBeHnpoBanus 1uis BeisiBieHHS B MBT-monoxuTeabHbIX

o0pasnax yCTOWYMBOCTH K N30HHUA3UILY, STHOHAMULY, GTOPXWHOMOHY ¥ HHBEKIIMOHHBIM TIperapaTtaM BTOPOH JIMHUH
(aMuKanMHy, KAHAMHLIMHY U KallpEOMHUIIMHY ). B nccnenoBanme ObUTH BKIIOYEHBI TPOCIIEKTUBHO cOOpaHHbBIE 00pa3IIbI
MOKPOTHI U3 YETBIPEX LIEHTPOB C BBICOKOH pacnpoctpaneHHOCThI0 MJIY-TB. HeobpaboTanHsie 00pa3ibl MOKPOTHI

1 m305ATH KyneTyp MGIT 0T kakgoro cyobsexta ObutH mpoTecTrpoBansl ¢ momomsio Xpert MTB/XDR. Ilocne
HEMOCPEACTBEHHOTO TeCTHPOBaHMs ¢ puMeHeHneM Tecta Xpert MTB/XDR o6e33apakeHHbIE U KOHLICHTPHPOBAHHBIE

00pas31bl MOKPOTHI HHOKYIHPOBAIX B muTarensHyro cpeny MGIT u uakyOupoBay uist BBISIBIECHHS TTOJIOKHTEIBHOTO POCTa
MBT. IlonoxurensHble n30ATHl KynbTypbl MGIT ananusuposanu ¢ nomorsto Tecta Xpert MTB/XDR. U30maTs! KynsTyp
MGIT nepen recTupoBanneM xpauunu npu 2—8 °C, n 60npImHHCTBO 00pa3nos (96,9 %) ObLTH IPOTECTHPOBAHBI B TEUCHNE
2 Mecs1eB MOocie NOMyYeHHs TOJIOKHUTENFHOTO pe3yabrara Ha Kynbrypy MGIT.

34

Xpert® MTB/XDR
302-3514-RU, Peqn. F
Anpenb 2023 r.



Xpert® MTB/XDR

B Tabnuna 11 npencrasneHs! JaHHBIE IO YyBCTBUTENBHOCTH U crieruduaaocty Tecta Xpert MTB/XDR anst nroboit
JIeKapCTBEHHOHU ycToiunBocTi otHocHTenbHO GTJIY. UyBcTBHTENBPHOCTS cOcTaBmna >90 % s H30HUA3KA,
(TOPXMHOTIOHA ¥ KaHAMHUIWHA, >85 Y% Ui aMuKaryHa, >75 % A7 KarpeoMuIHa U 55 % 11 3THOHAMHKAA.
CrienuuaHOCTH AJSI BCEX MpenapaToB cocTaBmia > 92 %.

Ta6bnuua 11. Xpert MTB/XDR no cpaBHeHuto ¢ ¢pTIIH ans onpeneneHns yctonumBocTu
K NNeKapCTBEeHHbIM cpeAcTBaM (MONOXUTENbHBLIN pe3ynbkTaT no Kynerype MGIT)

JlekapcTBEHHbIE N un no no nn YyBcTBUTENb- 95 % [N Cneundny- 95 % M
npenaparbl HoCTb (%) HocTb (%)
INH 596 459 23 109 5 95,2 92,9-96,8 95,6 90,1-98,1
FLQ 594 208 12 356 18 94,5 90,7-96,9 95,2 92,5-96,9
AMK 593 57 8 520 8 87,7 77,5-93,6 98,5 97,0-99,2
KAN 594 163 11 388 32 93,7 89,0-96,4 92,42 89,4-94,6
CAP 595 52 17 524 2 75,4 64,0-84,0 99,6 98,6-99,9
ETH 597 177 145 258 17 55,0 49,5-60,3 93,8 90,3-96,1

a Heckonbko 06pa3LoB ¢ MyTauusiMy NPOMOTOPA eis U reHOM AUKOro Tuna rrs Gbinu onpeaeneHbl ¢ nomoLbio T4 kak
YYBCTBUTESbHBIE, HO KaK YCTOMYMBLIE C MOMOLLbIO TECTA, YTO MPUBENO K CHYDKEHWIO CreuuduIHOCTH.

B Ta6nuna 12 npexcraBiieHbl JaHHBIE [T0 9yBCTBUTENBHOCTH | criennduaaoctH Tecta Xpert MTB/XDR st onpenenenus
JICKApCTBEHHOH yCTOMYMBOCTU OTHOCUTEIILHO CEKBEHUPOBaHUsl. UyBCTBUTEIILHOCTb cOCTaBUIIa >96 % Juid n30HUa3u/a,
(GTOpXHMHOJIOHA U 3THOHAMUAA, >85 % i KaHamunuHa, >70 % 1 amukanuHa U >62 % JUis KanpeoMHUIHA.
CrienuduaHOCTH TSI BCEX IpenaparoB cocTaBmia > 97 %.

Tabnuua 12. Xpert MTB/XDR no cpaBHeHUIO C CEKBeHUPOBaHUEM AJs onpeaenieHus

YCTOMYMBOCTU K JIeKapCTBEHHbIM CpeACcTBaM (NONOXUTENbHbIN pe3ynbTaTt no Kynstype MGIT)

JlekapCTBEHHbI¢ N un no "o nn YyBCcTBUTENbL- 95 % N Cneunduy- 95 % N
npenaparbl HocTb (%) HocTb (%)
INH 522 | 418 15 88 1 96,5 94,4-97,9 98,9 93,9-99,8
FLQ 521 205 5 309 2 97,6 94,5-99,0 99.4 97,7-99,8
AMK 520 52 20 446 2 72,2 61,0-81,2 99,6 98,4-99,9
KAN 520 177 20 319 4 89,8 84,8-93,3 98,8 96,9-99,5
CAP 522 45 27 450 0 62,5 51,0-72,8 100,0 99,2-100,0
ETH 523 167 4 344 8 97,7 94,1-99,1 97,7 95,6-98,8

U3 1211 uuknos Tecra Xpert MTB/XDR, BbinonHeHHBIX B 3TOM HccienoBannu (606 Ha o6pa3uax MOKpOTeL, 605 Ha
obpasuax MGIT), 35 nporeMOHCTpHpOBaNIK HEONIPEAeICHHbIE PE3yJIbTaThl B IEPBUYHOM TecTe. [Ipu moBTOpHOM

TECTUPOBAaHUM 3THX 35 00pa3LOB Ba pe3ylbTaTa OCTAINCh HeonpeaeneHHbIMU. [okazaTens HeonpeneIeHHbIX Pe3yIbTaToB
MEePBUYHOTO TecTa cocTaBui 2,9 % (35 u3 1211), a mokaszarenb HEONPEAEIEHHBIX Pe3ylNbTaTOB KOHEYHOTO TeCTa COCTaBUII
0,2 % (2u3 1211).

19 AHannTnyeckue (pyHKLUNOHaSIbHbIE XapaKTepPUCTUKN

19.1 AHanuTUYeckas YyBCTBUTENIbLHOCTb (MOPOr OGHapyXeHUs)

Ha npotsbxeHnn Tpex JHel HCIBITaHni ObIIHM IIPOBEIEHBI HCCIEAO0BAHMS JUIS ONPEAEICHHsT aHATMTHYECKOTO TIopora
obHapyxeHus ¢ npumenenneM Tecta Xpert MTB/XDR u n1Byx nmapruii peareHToB. Pe3ynbrar, MoI0KNATENbHBIH B
oTHOIIeHNH MuKoOakTepun Tybepkyne3a (MBT), ocHoBaH Ha 0OHapy)KEHUH OFHOM €IMHCTBEHHON KOITUH IIEIEBOI
TIOCIIeIOBaTeNIbHOCTH inhA. s Bepudukanuy BeIOHpany 6osaee BEICOKUIT MOpor oOHapyKeHHs, ONpeIeNICHHBII IPOOHT-
aHaJIM30M JUIS IITaMMa U JUIs mapTun. [IpoBepky yTBepkaeHHs 00 orieHeHHOM LoD BBINONHSIIM ¢ OHOM mapTHei
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pearcHTOB Ha MPOTSHKCHUH, KAK MUHUMYM, TpeX JHEe# ucnbitaHuil. I[Topor oOHapysKeHUs ObLI OLPEACIICH ¢ npUMeHeHuem
penpezenmamuerozo obpazya komniexkca MBT — Mycobacterium bovis BCG (koposvs mybepkynesnas naniouka, bayuiia
Kanvmema-I'epena), no6asnensoro B MBT-otpunarensayto HeoOpaboTtaHHyI0 MOKpoTy U B MBT-oTpumarensHbIi
KOHILIEHTPUPOBAHHBIN 0CaJ0K MOKPOTHI.

Tlopor oOHapykeHHs — 3TO HauMEHbIIask KoHIeHTpanus (peructpupyeMas B KOE/Mir), BOCIpOU3BOANMO OTIHYMMAS
OT OTPHIIATENBHBIX 00PA3IOB C JOCTOBEPHOCTHIO > 95 %. MccnenoBann He MeHee 20 MOBTOPOB NPH ISATH — BOCBMU
KOHILIEHTPAIMAX U3 JIBYX Pa3HbIX MAPTHH peareHTOB Ha MPOTSHKEHHHU 3 JAHEH; HOpor 0OHapYKeHHs OIIPEeNeIsIn ¢
MpUMEHEHUEM TIPOOHT-aHAIN3A.

s Bepudukanuy BEIOHpai Oosiee BEICOKHI TOPOT 0OHAPYKEHHUS, OTPEIeNICHHBIA IPOOUT-aHAIN30M JIJIs KaXKIOTO
obpasua u ayst naptud. [IpoBepky yTBepxkIeHus 00 oneHeHHOM LoD BBITIONHSIN ¢ OMHOM mapTHel peareHToB Ha
MIPOTSDKEHUH, KaK MUHUMYM, TPeX JHEeH HCIBITaHNH, OCHOBBIBAsICh, KAK MUHUMYM, Ha 19 u3 20 MOI0XUTENBHBIX TOBTOPOB.
Toueunsie orieHku nopora obHapyxeHus B KOE/mn npusenens: B Tabmuma 13.

Tabnuua 13. AHanuTnyeckas YyBCTBUTENbLHOCTL (MOpPOr OGHapyXeHus)

Twun ob6pas3ua To4yeyHasi oueHKa nopora o6HapyxeHus, KOE/mn
HeobGpaboTtaHHas MokpoTa 136
Ocapgok 86

19.2 AHanuTnyeckas cneunrIHOCTb (IKCKMO3UBHOCTD)

Amnanutrdeckas crienupmaHocts Tecta Xpert MTB/XDR oneHnBanach myTeM TeCTUPOBAHUS MaHEIHN U3

57 MUKpOOPraHU3MOB, cocTosinmx U3 21 Gakrepun, 1 rpudka, 7 BupycoB 1 28 HeTyOepKynae3HbsIx MukooakTepuit (HTM),
MIPE/ICTABIISIONINX OOIIHE PeCIIPAaTOPHBIEC IIATOTEHBI HIIN T, KOTOPHIE IIOTEHINAIBHO BCTPEYalOTCS B bIXaTeIIBHBIX

myTsx 1 (win) ¢uope pororoTky. TpH MOBTOPa Ka)J0ro ITaMMa OaKTepuid ¥ APOOKeH ObLIN IPOTECTUPOBAHEI

npu KoHNeHTpanusax > 1 x 106 KOE/mit. Bee Bupychbl 6bu1H mpoTecTupoBans! mpu >1x105 (MHbHImpyrommas 103a 1ist
tkaHeBo# KynsTypbl) TCIDso/min. JIHK wan PHK 6pin npotectupoBansl Ha 2 GakTepHaibHBIX U 1 TPHOKOBOM IITaMMax

B KOHIIEHTpAIsIX =100 KOMHUiA/MII, ITOCKOJIBKY IENIBIX MUKPOOPTAHU3MOB He ObUIO B HAIMYHH WM OHH HE OBUTH JJOCTYITHBI
H3-3a OTpaHUUYCHUH Ono6e30macHOCTH. TpH MOBTOpa KaXKI0To BUpyca ObUIH IIPOAHAIM3UPOBAHEI IIPH KOHLEHTPAMsIX > 1
x 103 TCIDso/mi. Anamurunueckas crieubuanocts cocrasuiaa 100 %. HccnenoBanHbie MUKPOOPTAHU3MBI EPEUUCIICHBI

B Tabun. 1, Tabun. 2 u Tabn. 3. Hu onuH U3 NpoTeCTUPOBAHHBIX MUKPOOPTaHU3MOB HE TIPOJCMOHCTPUPOBAT MIEPEKPECTHOTO
B3aUMOZEICTBHS ¢ 30HAOM 17151 oOHapyxeHust MBT, renepupys pesynsrar « MBT HE OBHAPYXKEHA (MTB NOT
DETECTED)» st Bcex MUKPOOPraHW3MOB M JUISl BCEX MOBTOPOB. B TabIuiax HMKe MepeUrciIeHbl MUKPOOPTaHU3MBI,
MIPOTECTUPOBAHHEIC C LIENBI0 aHATH3a aHAJTUTHIECKOH cennOUIHOCTH. Aspergillus fumigatus OblT IpOaHAIM3UPOBAH U HE
TIPOAEMOHCTPUPOBAIT BIMSHHS HIIN TIEPEKPECTHOTO B3anMonecTBrs. [lepekpecTHOE B3aNMOIEHCTBHE C TIOOBIMHA IPYTHMH
BHAMH TpruOKa He OYEBHIHA IIPH BBITOTHEHUH CMOOeIUPOBAHHO20 AaHAITU3A.

Tabnuua 14. AHanutuyeckas cneunduyHocTb Xpert MTB/XDR (6akTepranbHbIN/rpubKkoBbIN)

MukpoopraHn3am

Acinetobacter baumannii

Chlamydophila pneumoniae®

Citrobacter freundii

Corynebacterium xerosis

Enterobacter cloacae

Escherichia coli

Haemophilus influenzae

Klebsiella pneumoniae

Moraxella catarrhalis

Neisseria meningitidis

Neisseria mucosa
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MukpoopraHusm

Acinetobacter baumannii

Nocardia asteroids

Pseudomonas aeruginosa

Staphylococcus aureus

Staphylococcus epidermidis

Stenotrophomonas maltophilia

Streptococcus agalactiae

Streptococcus mitis

Streptococcus mutans

Streptococcus pneumoniae

Streptococcus pyogenes

Aspergillus fumigatus

a [eHomHas AHK

Tabnuua 15. AHanuTtuyeckas cneunduyHocTb Xpert MTB/XDR (BupycoB)

MukpoopraHuam

Coronavirus 229E

MeTanHeBmoBupyc Yenoseka (hMPV) 16 tun A1

Bupyc naparpvnna tun 1

Bupyc naparpunna tun 2

Bupyc naparpunna tun 3

PecnupaTopHo-CUHUMTHANbHbIA BUPYC

Rhinovirus 1A

Tabnuua 16. AHanuTtuyeckas cneunduyHocTb Xpert MTB/XDR (HTM)

MukpoopraHmsm

Mycobacterium asiaticum

Mpycobacterium avium NJH

Mycobacterium celatum

Mycobacterium chelonae

Mycobacterium flavescens

Mycobacterium fortuitum subsp. Fortuitum

Mycobacterium gastri

Mycobacterium gordonae (3 wtamma. Cm. Tabnmua 20.)

Mycobacterium genavense

Mycobacterium haemophilum

Mycobacterium malmoense
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MukpoopraHmsm

Mycobacterium marinum

Mycobacterium phlei

Mycobacterium scrofulaceum

Mycobacterium simiae

Mycobacterium szulgai

Mycobacterium terrae

Mycobacterium thermoresistibile

Mycobacterium triviale

Mycobacterium vaccae

Mycobacterium xenopi

Mycobacterium avium

Mycobacterium intracellulare

Mycobacterium abscessus

Mycobacterium marinum

Mycobacterium kansasii

19.3 AHanuTnyeckas peakTUBHOCTb (MHKINIO3UBHOCTDb)

AHanmuTHYecKask peaKTUBHOCTh (MHKIIO3MBHOCTE) TecTa Xpert MTB/XDR oneHmnBanack ¢ HCIIONB30BaHIEM
(pmtoreHeTHYECKH Pa3HOPOAHON TIAHEINH, COCTOAIIEH U3 YyBCTBUTEIBHBIX H YCTOHYMBBIX K JIeKapcTBaM mTaMMoB MBT

C LIEITBIO OTPEIENICHHUSI TOUHOCTH PE3yNbTaTOB aHAIN3a Ha 9yBCTBUTENBHOCTD K JIEKAPCTBEHHBIM Ipemaparam. [lanens u3
22 (mBamuartu OByX) mrammoB Komiuiekca MBT Bkirouana § (BoceMb) 4yBCTBUTENBHBIX K JIEKAPCTBEHHBIM Iperaparam
IITaMMOB C TeHaMH-MHIIeHAME qukoro Tuna (Tabmuma 17) u 14 (4eTbpHaaIaTh) XOPOIIO 0XapaKTEPU30BaHHBIX
JIeKapCTBEHHO-yCTOWUMBHIX mTaMMoB (Tabnuma 18). Bee mraMMbl TeCTHPOBAIH B TPEX SK3EMIUIIPAX MPU KOHIEHTPAIHX,
PaBHBIX WIN OMU3KUX K 3-KpaTHOMY 3HaYCHHUIO Opora 00HapyKeHHsI IPOMOTOpa-MHLIeHH inhA. Yucno xonui,
MpOaHaJIM3UPOBAHHBIX IS Tu3atoB reHoMHO# JTHK, Ob110 0CHOBaHO Ha aHANM3€e CBA3BIBAHUS (PIyOPECHEHTHOTO
Kpacurens, cneunguasoro s aeyxuenodeuHoi JJHK (auIHK).

BbUIM IPOTECTUPOBAHBI IITAMMBbI, YyBCTBUTEIBHBIC K JICKAPCTBEHHBIM IpEHaparaM; K HUM OTHOCSTCS IIATh IITaMMOB
MBT (AR2, GD139, AH1, HR36, H37Rv) u Tpu Buga muxkobaktepuii kommuiekca MBT (M. bovis, M. canetti u M. microti).
Itamver MBT 011 0TOOpaHBI TAKUM 00pa3oM, YTOOBI IIMPOKO MPEACTABIATE TUANIA30H TCHETHUECKOTO Pa3HO00pas3Hs

1 BKJIIOYATH 10 OJTHOMY IPEJICTABUTEIIO OT KAXKI0W U3 OCHOBHBIX (DMIIOTCHETHYECKUX JIMHUH HAa OCHOBE IPYIII KJIaCTCPOB
OTHOHYKJIEOTH/IHBIX TIOTMMOP(pu3MoB20,

Yersipraauars mraMMoB MBT ¢ ekapcTBEHHOM yCTOHYMBOCTBIO OBUIM IIPOTECTUPOBAHBI C HCIOJIB30BAHUEM JIN3ATOB
reHomHo# JTHK u3 xopomo oxapakTepr30BaHHBIX 00pa3IoB, KOTOPBIE COEPKaT 16 KIMHNYECKH 3HAYUMBbIX TPaJAUINOHHBIX
MyTaIi ¢, Mo KpaifHel Mepe, OHON M3 BOCBMHU 00JIacTei, Ha KOTOPBIE HAPABJICH TECT. DTH MyTallui 0OBIYHO
TIPUCYTCTBYIOT 110 BceMy MHpY B mtaMmax MBT ¢ MHOXKeCTBEHHON MIIM MIMPOKOH JIEKApCTBEHHON YCTONYHUBOCTBIO, 3a
HCKITIOYEHHEM MyTalluH B reHe gyrB.

B Ta6nuua 17 npeacTaBieHbl HTOTOBBIE PE3YJIBTAThI ¢ YyBCTBUTENILHBIMH K JICKAPCTBEHHBIM MpenaparaM ITaMMaMH.

DT nokasareny 0TOOPaXKarOT KOIMYECTBO MTPAaBUIIBHBIX PE3YJIBTATOB IS KAKIOTO U3 OTAENBHBIX aHAJIH3UPYEMBIX

BEILIECTB B TecTe. J{yisi Bcex KOMIOHEHTOB nanenu Obut nonyueH pesynsrar « MBT OBHAPYXXEHA (MTB DETECTED);
YCTOWYNBOCTb HE OBHAPY)XEHA (RESISTANCE NOT DETECTED)». Tect Xpert MTB/XDR npasuisHO
UJICHTU(UIIMPOBAT BCE MOBTOPBI ITAMMOB, HCCIIEYEMbIX OJIM3KO K MOPOTY OOHAPYKEHHUS, C pe3y/IbTaTaMi JUlsl TAKOTO
THIIA JJI5 BCEX 30H0B, kKpoMme oxyR-ahpC. TlockonbKy MUIICHD 0xyR-ahpC uMeeT 6oiiee BEICOKHIA TIOPOT OOHAPYKCHUS, YeM
JPYTHe MHIICHU TECTa, HEKOTOPbIC IPOTECTUPOBAHHBIC TIOBTOPBI HE 1AM PE3YJIBTATOB TI0 TEMIICPATyPE MIIABICHHU.

Pesynbrars! B Tabnuna 18 moka3sBaoT, 4YTO TECT TAKXKE MPABUIIBHO WACHTU(UIIMPOBAT 0)KUIACMBIE My TallH
YCTOIYMBOCTH BO BceX 14 mTaMMmax, yCTOHYMBBIX K M30HHA3UILY, C MyTalMsIMU B IPOMOTOpE inhA, MHTEPreHHOH 001acTn
katG n oxyR-ahpC; ycTOHYMBOCTh K HHBEKIIMOHHBIM IpenaparaM BTOPOH JIMHUY C MyTallUsIMU 77'S U IPOMOTOPHOIT 001acTH
eis; 1 yCTOHYMBOCTh K (PTOPXUHOJIOHY C MyTalUsIMU B gVrA.
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Tabnuua 17. AHanuTn4Yeckas peakTUBHOCTb (MVHKNO3UBHOCTb)
ANA WTaMMOB, YYBCTBUTENbHBIX K JIeKapCTBEHHbIM Npenaparam

O6pase Tunma inhA katG | fabG1 oxyR- rA1 rA2 rA3 rB2 rrs eis
paseun wTamma ahpC® ayi gy gy gy

(M. bovis He MNPON- |NPON- |MPOW- I'IPl_(|)EI7I- MNPOW- |NMPON- |NPON- [MPOW- [MPOW- |NPON-

) JEH OEH OEH JOEH JOEH JOEH JEH OEH OEH
(BLPK)) Ha3HayveH OEH

(PASS) | (PASS) | (PASS) (FAIL) (PASS) | (PASS) | (PASS) [ (PASS) | (PASS) | (PASS)

He NPON- |NPON- |MPOW- I'IP%EPI- MNPOW- |NMPON- |NPON- [MPOW- [MPOW- |NPON-

M.bovis OEH OEH OEH OEH OEH OEH OEH OEH OEH
Ha3Ha4yeH OEH

(PASS) | (PASS) | (PASS) (FAIL) (PASS) | (PASS) | (PASS) [ (PASS) | (PASS) | (PASS)

MNPOW- |NPOW- |NPOW- |NMPOW- |NPOW- |NPOW- |MPOW- |MPOW- |MPOW- |MPOW-

MBT (AR2) 2 JOEH OEH OEH OEH OEH OEH OEH JOEH OEH OEH

(PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS)

MNPON- |NPON- |MPOW- [MPOW- [MPOW- |NMPON- |NPON- |MPOW- |MPOW- |NPOWN-

MBT (GD139) 3 OEH OEH OEH OEH JOEH JOEH JOEH JOEH OEH OEH

(PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS)

MNPOW- |NPON- |MPOW- [MPOW- [MPOW- |NMPON- |NPON- |MPOW- |MPOW- |NPON-

MBET (AH1) 4 OEH OEH OEH OEH OEH OEH OEH OEH OEH OEH

(PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS)

MPOWN- [MPOW- |NPOW- |MPON- |POW- |NPOW- |MPOIN- |MPOW- [MPOW- |NPOIN-

MBT (HR36) 5 OEH OEH OEH OEH OEH OEH OEH OEH OEH OEH

(PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS)

MNPON- |NPON- |MPOW- I'IPl_(|)EI7I- MNPOW- |NMPON- |NPON- [MPOW- [MPOW- |NPON-

MBET (HR37Rv) 4 JEH OEH OEH [EH JOEH JOEH JOEH JOEH OEH OEH

(PASS) | (PASS) | (PASS) (FAIL) (PASS) | (PASS) | (PASS) [ (PASS) | (PASS) | (PASS)

He MNPOW- |NPON- |MPOW- I'IP%EPI- MNPOW- |NMPON- |NPON- [MPOW- [MPOW- |NPON-

M.canetti OEH OEH OEH OEH OEH OEH OEH OEH OEH
Ha3Ha4yeH OEH

(PASS) | (PASS) | (PASS) (FAIL) (PASS) | (PASS) | (PASS) [ (PASS) | (PASS) | (PASS)

He MNPOW- |NPOW- |NPOW- |NMPOW- |NPOW- |NPOW- |NMPOW- |MPOW- |MPOW- |MPOW-

M.microti JOEH OEH OEH OEH OEH OEH OEH JOEH OEH OEH

Ha3Ha4eH
(PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS)

a [Mopor obHapyxeHus ans oxyR-ahpC Bbiwe, Yem Ans inhA, ncnonb3yemoro Ans onpeaeneHns nonoxuTensHoro pesynsrata MBT.
Pesynitat « MPOVIOEH (PASS)» ykasbiBaeT, YTO BCE NPOTECTUPOBAHHbIE NOBTOPLI FEHEPUPOBANN OXMAAEMYI0 TEMNEPaTYpPy
nnasneHns aukoro Tuna; pesynstat «HE NMPOWOEH (FAIL)» ykasbiBaeT, 4To Mo MeHbLUeii Mepe OAWH UM HECKOMbKO NOBTOPOB He
creHepupoBanu 3HaYeHWin TemnepaTypbl NNaBneHns.
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Ta6bnuua 18. AHanuTuyeckas peakTUBHOCTb (MHKMIO3UBHOCTb) ANA LUITAMMOB,
YCTONYMBBIX K JIeKapCTBEHHbIM NpenapaTtam (Konm4yecTBO NOMOXUTENbHbIX

pe3ynsraToB/o6lyee KONMMYEeCTBO NPOaHaNU3MPOBaHHbIX 06pa3LOB)

O6GHapyxeHa n
paBuUnbHbIE
TeMneparypa
nnaBfeHus MyTaHTHOro pesynurark!
UpeHTud- MBT 30HAa (KonU4ecTBoO «YCTONMBOCTb
ﬂl e Fen Oxupaemasi  |o6HapyxeHa noﬂommemblx OBHAPY)XXEHA
LLITaMMpa MyTauus (MTB e3VNLTaTOR/ (RESISTANCE
detected) pesy DETECTED)» (#
KONIM4yecTBO 4
NONOXUTENbHbIA/
NpoaHann3mpoBaHHbIX
NpPOTECTUPOBaH)
obpa3suoB)
gyrA1-MutB (3/3);
gyrA GAC 94 TAC gyrA3-MutC (3/3) FLQ [3/3]
Knmkudeckan ™ ia AGC 315 ACC 353 katG Mut (3/3) INH [3/3]
fabG1 G609A fabG1 Mut (3/3) INH [3/3]
GGC 88 GCC, gyrA1-MutB (2/3),2 gyrA1-
gyrA GCG 90 GTG, MutC (2/3), gyrA2-MutA FLQ[3/3]
TCG 91 CCG -
KnuHnyeckuin 3/3 (3/3), gyrA3-MutB (1/3)
katG AGC 315 ACC katG Mut (3/3) INH [3/3]
s A1401G rrs-Mut (3/3) AMK, CAP, KAN [3/3]
gyrA GAC 94 GGC gyrA3-MutB (3/3) FLQ [3/3]
KnuHuyeckun katG AGC 315 ACC 3/3 katG Mut (3/3) INH [3/3]
rrs A1401G rrs-Mut (3/3) AMK, CAP, KAN [3/3]
gyrA GAC 94 GCC gyrA1-MutA, gyrA2-MutA FLQ [3/3]
14-14194 katG AGC 315 ACC 3/3 katG-Mut (3/3) INH [3/3]
inhA C-15T inhA-Mut (3/3) INH, ETH [3/3]
katG AGC 315 ACC katG-Mut (3/3) INH [3/3]
15-14175 3/3
eis -10G/A eis-Mut (3/3) KAN [3/3]
katG AGC 315 ACC katG-Mut (3/3) INH [3/3]
15-14191 3/3
eis -10G/A eis-Mut (3/3) KAN [3/3]
katG AGC 315 ACC katG-Mut (3/3) INH [3/3]
16-05612 inhA C-15T 3/3 inhA-Mut (3/3) INH, ETH [3/3]
eis -12C/T eis-Mut (3/3) KAN [3/3]
katG AGC 315 ACC katG-Mut (3/3) INH [3/3]
16-05613 inhA C-15T 3/3 inhA-Mut (3/3) INH, ETH [3/3]
eis -12C/T eis-Mut (3/3) KAN [3/3]
katG AGC 315 ACC katG-Mut (3/3) INH [3/3]
14-13764 3/3
ahpC -48G/A ahpc-Mut (3/3) INH [3/3]
katG AGC 315 ACC katG-Mut (3/3) INH [3/3]
14-13806 3/3
ahpC -48G/A ahpc-Mut (3/3) INH [3/3]
y GCG 90 GTG,
KnuHnyeckmi gyrA GAC 94 GGC 3/3 gyrA3-MutB (3/3) FLQ [3/3]
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OGHapyxeHa
MpaBunbHbIE
Temneparypa e3ynbTaThbl
nnaBneHnsa MyTaHTHOro pesy
NpeHTud- MBT 30HAa (konuM4yecTBO «YCTOMUMBOCTb
NKATO len Oxupaemas obGHapyXeHa NONOKUTENBHBIX OBHAPYXEHA
mTaMMpa MyTaums (MTB ol (RESISTANCE
detected) pe3y DETECTED)» (#
KONMYeCcTBO i
NONOXUTeNbHbIN/
NpoaHanu3npoBaHHbIX
NpoTecTUPOBaH)
obpasuoB)
inhA C-15T inhA-Mut (3/3) INH [3/3]
ahpC G-6A ahpC (2/3)° INH [3/3]
KnuHuuecknin katG AGC 315 ACC 3/3 katG Mut (3/3) INH [3/3]
*YCTONYMBOCTb He
C
gyrB2 ACC 539 AAC gyrB2 WT oBHapyxeHa [0/3]
rrs A1401G rrs-Mut (3/3) AMK, CAP, KAN [3/3]
o gyrA1 MuB (3/3),
Knunuueckunl - o GCG 90 GTG 353 gyrA2 MutA (3/3), FLQ [3/3]
gyrA3 MutB (3/3)
ahpC g-6a ahpC Mut (3/3) INH [3/3]
inhA C-15T inhA Mut (3/3) INH, ETH [3/3]
gyrA1-MutB (3/3),
gyrA TCG 91 CCG gyrA2-MutA (3/3), FLQ [3/3]
KnuHnyeckmn 3/3 gyrA3-MutC (3/3)
inhA C-15T inhA Mut (3/3) INH, ETH [3/3]

a B aTom o6pasue, cogepxkallem Tpu pasHble MyTaumm reHa gyrA, Bce Tpy 3oHAa gyrA He BbISIBNSIOT TemMnepartypy niaeneHus

(Tm), xapakTepHyto 415 MyTauui, Ha NOCTOSIHHOW ocHoBe. OgHaKo, YTo6bl onpeaeneHne YCTOMYNBOCTN CHATANOCh YCMELLHbIM,

no KparHel Mepe OAWH 30HA AOMMKEH OGHAPYXXUTb TEMMEPATYPY NNaBMeHWs, XapakTepHyto ANls MyTaumu. YcneLHbim
obHapyxeHviem Ans Bcex NOBTOPOB CUMTAETCS CUTYaLMs, Korda Npu TeCTUPOBaHUM XoTs Bbl OAVH 30HA gyrA NOCTOSIHHO BbISBNSET
no KpanHei Mepe OAHY MyTaHTYIO TemMnepaTtypy nraeneHus.

b 3T0T 06paseL aBnsAeTca ABONHBLIM MyTaHTOM katG/ahpC. MoBTop ¢ NponyLLEHHON MyTaHTHOW TeMnepaTtypon nnaenenusa ahpC
6b1n Ha3saH INH-R («ycTonumBbIv K n30HWa3nay») U3-3a Hannymsa mytauum katG, kotopas 6bina obHapyxeHa AaHHbIM TECTOM.

¢ JTa crneundunyeckas MytTaumnst He 06Hapy>KeHa TecTom. OgHako cyulecTByeT orpaHn4eHHoe KOnnM4ecTBO KNUHNYECKUX
[oKa3aTenbCTB TOro, YTO 3Ta MyTauusi MOXET AeNCTBUTENBHO cnoco6cTBOBaTh YCTONYMBOCTUN K (PTOPXUHONOHY (MyTaLI,VIﬂ Cc

HW3KOWN AOCTOBEPHOCTLIO A5 YCTONYNBOCTU K (DTOPXUHOSOHY).

19.4 U3yuyeHue cybcTaHUUIA, NPENATCTBYOWUNX NPOBeAEHUIO aHanm3a

OyHKIoHaNBHBIE XapakTepucTuk TecTa Xpert MTB/XDR n3yuanu B mpucyTCTBHHU 35 HOTEHIMAIBHO BIMAIOLINX
Ha Pe3ylbTaT BEMIECTB, KOTOPIE MOTYT IPHCYTCTBOBAaTh B MOKpOTe. Kitacchl MOTeHIMAIBHO BIUSIOMIMX HA PE3YIbTaT

BEILECTB BKIIFOYAIOT YHAOTCHHbIC BELIECTBA, KOTOPHIE MOTYT MPUCYTCTBOBATH B 0Opasiie, 1 IK30TeHHbIC BEIIECTBa, KOTOPHIC
MOT'yT ObITh BBeIeHBI B 00pa3ell. VI30TOHHYEeCK e Wil THIIEPTOHUYECKHIE PACTBOPHI, OPOHXOPACIIUPSIONINE CPEACTBA U
HHTAJSIHOHHBIE OPOHXOPACIIKMPSIIOIINE CPEACTBA, OOBIYHO HCIIOIb3yeMble IPH COOpPEe MHAYLHUPOBAHHONW MOKPOTBHI, OBUTH
MPOTECTHPOBAHBI K OBLIO YCTAHOBJICHO, YTO OHU HE BIMSIOT HA PEe3yJIbTaThl TecTa. MHAYKIHUS CONEBBIM PACTBOPOM MOXKET
MPUBECTH K HEOCTATOYHOMY KOJIMYECTBY BOCCTAHOBICHHBIX MUKPOOPIaHU3MOB M MOXET MOBIHUSTH Ha OOHapyxeHne M.
tuberculosis.

HccnenoBanHbIe BEIECTBA € YKa3aHUEM MX aKTHBHBIX KOMIIOHEHTOB M KOHILEHTpanuii nepednciens! B Tabnuma

19. Otpunarensabie 00pa3ibl (n = §) aHATU3UPOBAIH IS KaXKA0H CyOCTaHLIUY C LIETbIO ONPEAeICHUS BIMSIHUS HA
(yHKIIOHATIBHBIE XapaKTEePHUCTUKH KOHTPOJIS 00padoTk obpasua (Sample Processing Control, SPC). [TonoxurensHsie
obpasusl (n = 8) Mycobacterium bovis, Bacille Calmette-Guerin (BCG) ¢ IOBBIIIEHHBIM B 3 pa3a aHATUTHYECKIM

MOpPOroM OOHapY>KeHUsI Ha TyOepKyse3 aHaIN3NPOBAIIH AT KaXKI0To BelecTBa. Bee BemecTBa ObIIH TPOTECTHPOBAHBI

Ha MBT-orpunarensHoM oHe cMenraHHBIX 00pa30B MOKPOTHI YeJIOBEKa, BKIIOYEHHON B 9TO HcclienoBanue. Bee
MIOJIOKUTETbHBIE 1 OTPHLIATENbHBIE TIOBTOPHI OBLIH MPaBHIBHO HACHTU(PHIUPOBaHBI ¢ moMotbio Tecta Xpert MTB/XDR, 3a
uckirodeHueM resst Zicam (50 % Bec/o6wem; pesyasrar « MBT HE OBHAPYXXEHA (MTB NOT DETECTED)» B 11,1 %
IIPOTECTHPOBAHHBIX IOBTOPOB).

Xpert® MTB/XDR 41

302-3514-RU, Pegn. F
Anpenb 2023 r.



Xpert® MTB/XDR

Ta6bnuua 19. Cy6crtaHuum B Tecte Xpert MTB/XDR,
BepOSITHO NPenATCTBYOLWME NPOBEAEeHUIO aHanus3a

Cy6cTaHuumsa/knacc

Onucanue/
aKTUBHbIN KOMMOHEHT

KoHueHTpauus,
NpPUMeHsBLUAsICA B aHanumse

KpoBb (4enoBeveckas)

KpoBb 5 % (no obbemy)

5 % no obbemy

Yenoeeyeckas OHK/kneTkn

Knetoynas nuHua HELA 229

106 kneTtok B 1 Mn

JleikounTbl (4enoBeka)

Jlenkouuntbl/matepuan rHos (30 %
nenkountapHas nnexka; 30 %
nnaswva; 40 % ®CbB)*

100 % (no obbemy)

MpoTnBorpmbKoBOE CPEaCTBO;
aHTMOMOTUK

HucrtatnH 500KU (100 %)

20 % no obvemy

BakTtepuumaHoe cpefcteo ans
norockaHus pta

XnoprekcuanHa rntokoHaT
(0,12 %) onsa nonockaHms
poToBou nonoctu, ®apmakones
CLUA

20 % no obbemy

PeakTnBbl anst o6paboTkm
obpasua

Letunnupuamna xnopua, 1 % B
2 % NaCl

0,5% no o6vemy B 1 % NaCl

PeakTnebl anst o6paboTkm
obpasua

LletunnupugnHa xnopug, 1 % B
2 % NALC

0,5% no o6bemy B 1 % NALC

PeakTnebl anst o6paboTkm
obpasua

Uetunnupugmna xnopua, 1 % B
2 % NALC 1 25 MM umntpata

0,5 % (no o6bemy) B 1 % NALC c
pobaeneHvem 12,5 MM uutpata

Kucnota Xenyngo4yHoro coka

pH ot 3 go 4, pacteop B
BOAE, HENTPanNM30BaHHbIN
6ukapboHaToM HaTpus

100 % (no obbemy)

AHecTeTukn (3HOOTpaxeanbHas
MHTYGauus)

JinpokanH HCI 4 %

4 % (no obbemy)

PaCTBOpr ona pacnbineHna

NaCl 5% Bec/o6bem

5 % macca/obbem

MyuuH

MyuumH 5% Bec/obbem

5 % macca/obbem

AHTMBaKTepuanbHble CpeacTsa,

NeodpriokcauuH 25 mr/mn 5 mr/mn
CUCTEMHbIE
ViHTparasanbHbie dnyTukasoH 500 mkr/cnpeii 5 MKr/mm;
KOPTUKOCTEpOUIbl
MHransumMoHHble AnbbyTepona cynbdar (2 mr/5 100 mkr/mA

GpoHXxopacLUNpsaoLLIMe cpeacTea

MIn)

AHecTeTMKM 4Ns NONOCTH pTa

Oparenb (20 % 6eH30kanHa)

5 % macca/o6bem

MpoTrBOBMPYCHBIE Npenapartsbl

Auvknosup

50 mkr/mn

AHTUONOTMKOBASA
MHTpaHa3anbHas Masb

HeocnopwuH (400 ea.
fGauutpauuHa, 3,5 Mr HeoMuUMHa,
5000 en. nonMmmkcuHa B)

5 % macca/obbem

Tabak Hukorenb (40 % akcTpakT Tabaka) 0,5 %
MNpotusoTyGepkynesHeie CrpentoMuuuH 1 mr/mn 25 mkr/mn

npenaparbl

MNpotusoTyGepkynesrsie OrambyTton 1 mr/mn 50 mkr/mn

npenapartbl

MpotnsoTyBepkynesribie W3oHmnasug 50 mr/5mn 50 mkr/mn

npenaparbl
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Cy6cTaHums/knacc

Onucanune/
aKTUBHbIA KOMMOHEHT

KoHueHTpauus,

npuMmeHsBLUasACA B aHanunse

OTxapkuBatoLLme cpeacTea ans

MyandeHesunH (400 mr/TabneTka) 5 mr/mn
nepopansHOro NPUMeEHeEHNs
MpotusoryGepkynesrbie MupasunHamng (500 mr/TabneTka) 100 mkr/mn
npenaparbl

MHTpaHasanbHbIN renb
(romeonaTtunyeckuin)

lenb Uukam

50 % Bec/obbem

20 % (Bec/obbem)

WMHTpaHasanbHbI cnpen

deHnnadppuH, 1 %

0,5 % (no o6bemy)

MpoTnBoTy6EpPKYNEe3Hble
npenaparsl

PudamnuumH (300 mr/Tabnetka)

25 mkr/mn

100 % 4ncToe macno YanHoro
aepesa

(<5% Cineole, >35 %
TEepnuHWH-4-011)

CpeacTso ans obnervyeHms

0,5 % (no obvemy)
anneprum (romeonartumyeckoe)

PacTtBopbl anga pacnblneHus NeHTamMmnanH nsetnoHar 300 Hr/mn
MpotmBoTyGepkynesHele AMOKCULIMNNVH 25 MKr/mn
npenaparbl

BpoHxopacwumpsioLee cpeactso | AgpeHanuH 1 mr/mn
MpoTtnBoTYOEPKYNE3HbIE AMUKaLWH 70 MKE/MIT
npenaparbl

MpoTnBoTYGEPKYNE3HbLIE KanpeomuumH 50 MKr/mn
npenaparbl

MpoTnBoTybepKkynesHble KaHaMyLuH 50 MKF/MIT
npenaparbl

MpoTnBoTybepKynesHble STioHamma 50 MKr/M
npenaparbl

Flu Mist Qual Nasal BakuuHa npotus BMpyca rpunna 5%

XunBas Ha3alnbHasa

19.5 UccnepoBaHue KOHTaMMHaLMKM NpoAyKTaMu nNpeabiayluen peakuum

BE110 IpOBeIeHO nccieoBaHKe, YTOOBI IIPOJIEMOHCTPUPOBATh, YTO IEPEXOIas IepeKpecTHast KOHTAMUHAIHS He
TIPOUCXOJIUT TP HUCIIOIh30BaHUN OJJHOPA30BBIX aBTOHOMHBIX KapTpupkei Xpert MTB/XDR. HccnenoBanune 3akimodanoch
B 00paboTKe OTPHUIIATEIBLHOTO 00pasia cpasy nocie oopadorku Mycobacterium bovis-Bacille Calmette-Guerin (BCG)

B BBICOKOH KoHLeHTpauu 1 x 1070 KOE/Mi B 00pasiie MOKPOTHI UelloBeKa B ToM ke Moayie Gene Xpert. Cxema
TECTUPOBaHUS MOBTOpsuIack He MeHee 20 pa3 Ha 1Byx moayisix GeneXpert, Bcero Obu10 BbinonHeHo 41 nuki ananuza (20
MOJIOXKHUTENBHBIX U 21 oTpULaTeNnbHBIX HAa 1 MOIYIIB).

Bce 20 nonoxuTenpHbIX 00pa3ioB mpoaeMoHcTprpoBanu npasuibHeie pesynsratel: MBT OBHAPYXXEHA (MTB
DETECTED); yctoinnuuBocTtb k INH HE OBHAPYXXEHA (INH Resistance NOT DETECTED); yctonunBocTb
k FLQ HE OBHAPYXEHA (FLQ Resistance NOT DETECTED); yctonunsoctb k AMK HE OBHAPYXXEHA
(AMK Resistance NOT DETECTED); yctonunBoctb kK KAN HE OBHAPY)XXEHA (KAN Resistance NOT
DETECTED); yctonuuBoctb k CAP HE OBHAPYXXEHA (CAP Resistance NOT DETECTED); ycTouuBocTb
k ETH HE OBHAPYXXEHA (ETH Resistance NOT DETECTED). Bo Bcex 21 orpurarenbHbix 00pasiax mojiydeH
npaswibHbIii pesynsrar KMBT HE OBHAPYXXEHA (MTB NOT DETECTED)». B ycioBusx 3T0Oro MccieioBaHus He
6bl_]'lO HHUKAKHX JOKa3aTcJIbCTB KaKOFI—JTI/IGO nepexogmmeﬁ KOHTaMUHaIUU IIPpU TCCTUPOBAHHUHU C BBICOKOIIOJIOXKXUTEIbHBIM
o6pasuom KK B korientpaimu 1,0 x 1016 KOE/mun.
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19.6 UccnepoBaHue KOHKYPEHTHOMN UHTepdepeHUnn

KonkypenTtHast nHTEep(hEepeHIMs TeCTa, BEI3BaHHAS HATMYHEM BBICOKHX KOHIIEHTPAIUi HeTyOepKyIe3HBIX MUKOOAKTepHiA
(HTM), B obHapyxerne Huzkux ypoBHeit MBT B Tecte Xpert MTB/XDR onennBanach myTeM TECTUPOBAHUS
penpesentaruBHOro 06pasua kommuiekca MBT, BLIK npu koHIIeHTpanuy, paBHOH ~ 3-KpaTHOMY MOPOTY OOHApPYKEHUS
(411 KOE/mn) B mpucyTcTBrH pa3nuuHbix mramMmmoB HTM npu konnertpanun 1 x 10E+06 KOE/mit Ha ¢one Gydepa
OTpHLaTeNbHOT0 KOHTpOs. IlonoxurensHblil pe3ynsrtar MBT ocHOBaH Ha onpeaeneHun AeHCTBUTENBHON BBICOTHI

TIUKA TJIaBIEHMS IPOMOTOpa inhA U TeMIeparypsl nuKa miasineHus. OnpeneneHne yCTOHINBOCTH OCHOBAHO HA

JEeHCTBUTEIHFHOH BBICOTE ITHKA TIJIABICHHS MyTaHTHOTO THIIA M IMKa TEMIIEPATyPHI IUIABICHUS] MyTaHTHOTO THIIA IJIS
OTAENBHBIX aHAM3UPYEMBIX BewlecTB (inhd, katG, gyrdl, gyrA2, gyrA3, gyrB2 u eis). AHanu3upyeMble BEIIECTBa
oxyR-ahpC u fabG1 6pUTM UCKITFOYEHBI M3-3a O0JIee HU3KOI YYBCTBUTEIFHOCTH, @ 77'S OBUT UCKITIOUEH U3-32 H3BECTHOTO
B3anMojIeiicTBHs ¢ MUKpoQiopoii. Bee 06pasisl, coneprkanue BIDK, nomkusl umers cremyromue pesyinbrarsr: «MBT
OBHAPYXEHA (MTB DETECTED); yctonuunsoctb k INH HE OBHAPYXEHA (INH Resistance NOT
DETECTED); yctonumBocTtb kK FLQ HE OBHAPYXXEHA (FLQ Resistance NOT DETECTED); yctonunBocTb
k AMK HE OBHAPYXEHA (AMK Resistance NOT DETECTED); yctonunsoctb kK KAN HE OBHAPYXXEHA
(KAN Resistance NOT DETECTED); yctonunBoctb k CAP HE OBHAPYXXEHA (CAP Resistance NOT
DETECTED); yctonunBoctb kK ETH HE OBHAPYXXEHA (ETH Resistance NOT DETECTED)».

Brutn nmpoTectupoBaHbl yeThIpe MOBTOpa KOHKYpeHTHOH cmecn HTM/BLIXK s kaknoro ycioBust Tecta BMecTe

C TIOJIOKUTENBHBIM KOHTPOJIEM; IPH 3TOM Hopor oOHapyskenus: BLIXK 011 Tonpko TpexkpatHeM. Hu oquH 13
npotectiupoBaHHbIX mTaMMoB HTM He momerran Bersgeienuto 411 KOE/mn BLDK u nan npaBUiIbHBINA pe3ynbTart, Kak
ykasaHo Beimre. [Ipi 3ToM B yCIIOBHSIX JAHHOTO HCCIIEOBAHUS KOHKYPEHTHBIE HHTHONpYIonye 3G (eKTsl HaOIroaanuch

B MIPUCYTCTBUH TOJBKO OJHOTO M3 IBYX NPOTECTUPOBAHHBIX TaMMOB M.marinum (ATCC 0927). B3aumoneiicTsue ¢
30HIaMH gyrA2 HaOMIONAI0Ch TOIBKO ITPH KOHLIEHTPALKAX KOHTPOIBHOTO 3apaxkenus >104 KOE/mi1, 4To mpuBoauio k
TIOSIBIIEHUIO pe3ynbrara « YeroiunBocts K propxunonony HE OITPEJAEJIEHA (FLQ resistance INDETERMINATE)» npu
9THX BBICOKHX KOHIIEHTPAIHUAX KOHTPOIBHOTO 3apaskeHus. JlonomHuTenbHy 0 HHpopMarmio cM. B Pasgen 17. Orpanudenust.

Tabnuua 20. KoHkypeHTHas nHtepdepeHums co ctopoHbl HTM npu BoisBneHuun
MBT n onpegeneHun 4YyBCTBUTENbLHOCTU K NEKapPCTBEHHbLIM Npenaparam

Ycnosus MBT
TecTupoBaHus/ HTM obHapyXeHa
maeHTudukaTop KOE/mn (MTB INH FLQ AMK KAN CAP ETH
wrtamma HTM detected)
MPOVI-AEH nPOW- | MPOW- | MPOW- | MPOW- | MPOW- | MPOW-
MTB + M. avium/(NJH) 10E+06 (PASS) JEH OEH OEH LEH JOEH JOEH
(PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS)
MTB + M.gastri/ MPOVI-AEH MPOW- | MPOW- | NPON- | MPOW- | MPOW- | NPOI-
(ATCC 15754) 10E+06 (PASS) JEH OEH [OEH OEH JOEH JOEH
(PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS)
MPOVI-AEH MPOW- | NMPOW- | NPON- | MPOW- | NPOW- | NPOI-
MTB + M.gordonae/(NJH) | 10E+06 (PASS) JNEH OEH OEH OEH JOEH JOEH
(PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS)
MTB + M.gordonae/ MPOVI-AEH MPOW- | NPOW- | NPON- | MPOW- | NPOW- | NPOI-
(ATCC 14470) 10E+06 (PASS) JEH OEH OEH OEH JOEH JOEH
(PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS)
MTB + M.gordonae/ MPOVI-AEH MPOW- | MPOW- | NPON- | MPOW- | NMPOW- | NPOI-
(ATCC 35760) 10E+06 (PASS) JOEH OEH OEH OEH JOEH JOEH
(PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS)
NPOV-OEH nPOW- | MPOW- | MPOW- | MPOW- | MPOW- | MPOW-
MTB + M.marinum/(NJH) | 10E+06 (PASS) JOEH [OEH LOEH LEH JEH JOEH
(PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS)
. HE . . . .
MTB + M.marinum/ MPOW-OEH POV | mpopy. | MPOV- | NPOVL- | MIPOVI- | TPOVI-
(ATCC 0927) 10E+06 (PASS) JEH NEH OEH OEH JOEH JOEH
(PASS) (FAIL) (PASS) | (PASS) | (PASS) | (PASS)
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YcnoBus MBT
TecTupoBaHus/ HTM obOHapyxeHa
naeHTudmkaTop KOE/mn (MTB INH FLQ AMK KAN CAP ETH
wtamma HTM detected)
. HE N N . .
y rNnPOW- . nPon- | NMPON- | NMPON- | NPOM-
10E+05 ”F(’SK'S'Q')EH JEH ”E(E)ﬂ' JEH JEH JEH JEH
(PASS) (FAIL) (PASS) | (PASS) | (PASS) | (PASS)
, nPOW- | MPOW- | NPOW- | NPOW- | NPOW- | NPOW-
10E+04 ”TS/L"S'@')EH JEH JEH JEH JEH JEH JEH
(PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS)
y NnPOW- | MPOW- | MPOW- | NPON- | NMPON- | NPON-
10E+03 HTSKS@?H JEH JEH JEH JEH JEH JEH

(PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS)
NnPOW- | MPOW- | MPOW- | NPON- | NMPON- | NPOWM-

"’g?c*c"’%gggﬁ;/ 10E+06 ”F(’SK'S'Q')EH OEH [EH OEH OEH OEH [EH
(PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS)
MTB + M.avium/ NPOV-OEH nPOn- | MPOW- | NPOW- | NPOW- | NPOW- | NPOW-
(ATCC 15769) 10E+06 (PASS) JEH JEH JEH JEH OEH OEH
(PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS)
MTB + M.intracellulare/ MNPOW-OEH NPOWt- | MPOW- | MIPOW- | TIPOW- | TPOWN- | TIPON-
(ATCC 35771) 10E+06 (PASS) OEH JEH OEH OEH OEH OEH
(PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS)
MTB + M.abscessus/ NPOVI-OEH nPOn- | NPOW- | NPOW- | NPOW- | NPOW- | NPOW-
(ATCC 19977) 10E+06 (PASS) JEH JEH JEH JEH [OEH JEH
(PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS)
MTB + M.kansasii/ 10E+06 MNPOW-AEH ”Z(E):f"' ”Egﬂ' ”Egﬂ' ”Egn' ”E(E):f‘l' ”E(E):j'
(ATCC 12478) (PASS)

(PASS) | (PASS) | (PASS) | (PASS) | (PASS) | (PASS)

«MPOWVIOEH (PASS)» 03HauaeT, YTo BCe MPOTECTUPOBAHHLIE NOBTOPLI Aany oxuaaemblii pesynstat «YCTONUMBOCTb
HE OBHAPYXEHA (RESISTANCE NOT DETECTED)» ons cooTBETCTBYIOLLUX NEKapCTBEHHbIX NpenapaTos;

pesynsrat «HE MPOWVIAEH (FAIL)» ykasbiBaerT, 4To No KpaiHel Mepe OAWH UMK HECKOMLKO NOBTOPOB Aanu pesynsTar
«YCTOMYMBOCTb HEOMPEAENEHHAS (RESISTANCE INDETERMINATE)» ans KOHKPETHOrO fiekapCTBEHHOMO
cpeAacTBa.

19.7 OKkBMBanNeHTHOCTb 06pa3LoB CBeXen U 3aMOPOXKEHHON MOKPOTbI

DKBUBAJIEHTHOCTH 00PA3LIOB CBEXEIl M 3aMOPOKEHHON MOKPOTEHI ¢ momonisio Tecta Xpert MTB/XDR onenuBany mytem
aHanmu3a kinetok M.bovis — Bacillus Calmette-Guerin (BCG) Ha doHe cmenianHo#i HeoOpaboTtanHoit MBT-oTpunarensHoi
MOKPOTBI TIPH JIBYX KOHI[EHTPALUIX, IPEICTaBIIOIINX TPEXKpaTHBIN opor ooHapysxenus (400 KOE/min) n 1000-
KpatHbIii mopor ooHapyxenus (1,3 x 105 KOE/mu). [loBropHbIe 06pasiibl B KaXKI0M KOHIEHTPAIMH 3aMOPaXUBAIIH U
xpanuiu npu -80 °C, u no xpaifHeil Mepe 8 MOBTOPOB pa3MOpaXkKUBajId U TECTUPOBAJIU [10CIIC XpaHEeHuUs yepes 1 Hexento,

2 Henenu, 1 Mecsi, 3 Mecsna, 6 Mecsiies U 9 MecsieB. Pe3ybrarsl cpaBHHBANIM ¢ 00pa3liaMu HeoOpabOTaHHOW MOKPOTHI C
OJIMHAKOBBIMH KOHLICHTPALMSIMH, IPOAHATIU3UPOBAHHBIMH B HYJICBOH MOMEHT BPEMEHH Iepe]] 3aMOPAKUBAHHEM.

Ha xapakTepuCTHKH TeCTa 3TO He MOBIUSUIO, U MIPABUIIbHBIC PE3yNbTaThl ObLIM ITOIY4eHbI AJIs BCEX IIOBTOPOB,
[IPOaHAJIM3UPOBAHHBIX TIPH 3-KpaTHOM IOpore oOHapyKeHHs 1ocie XpaHeHus npu temueparype -80 °C uepes 2 Henenw,

3 mecsiua u 6 mecsies. EnuHcTBeHHBIH OBTOP Ha 1-if Henene nai pesynsrar « HeonpeaeneHHas ycTon4MBoCTb

K INH (INH-Resistance Indeterminate)» u3-3a uckitouenus 30u1akatG, ¥ €AMHCTBEHHBIN MOBTOP yepe3 1 Mecs
HPHUBEN K UCKIIo4eHUI0 akpC, HO IS BCeX MOBTOPOB Yepes3 3 U 6 MecsleB HaONI0AaniuCh IPaBUIIbHBIC PE3YJIbTaThl.
ITpaBunbHBIC pe3yibTaThl ObLIN MOMYYEHBI Yepe3 9 MecsIeB IPH 3-KPaTHOM IOpore 0OHapyXeHHs B 8 13 9 MOBTOPOB

(89 %). Hukakoro BIusHMS Ha pe3ynbTaThl TECTa He HAOMIONANOCh IPU XpaHEHHH 00pa31oB MOKpOTs ¢ 1000-kpaTHEIM
noporom oOHapyxeHus npu temneparype -80 °C B Kax/blii MOMCHT BPEMEHH BBITIOJHEHHS aHaJIN3a B TeUCHUE 9 MeCSIIeB.
Pe3ynbrarhl 3TOr0 HCCIIEIOBAHMS MTOATBEPIKIAIOT, 4TO CPOK XPaHEHHSI HEOOPaOOTaHHOH MOKPOTHI B 3aMOPOKCHHOM BH/IE
mipu -80 °C cocTaBisier 10 6 MECSIEB.

Xpert® MTB/XDR 45
302-3514-RU, Pegn. F
Anpenb 2023 r.




Xpert® MTB/XDR

19.8 UHakTMBauua Mmkob6akTepuin B o6pasuiax MOKpOTbI

Jesundummpyromas cmocoOHOCTh pearenTa i oopasios Xpert MTB onpeznensiack ¢ HCIONb30BaHIEM
CTaHIAPTH3MPOBAHHOIO METO/IA BBIPALIMBAHHUS TYOEPKYIOLUMAAIBHOM KyIbTyphl.2! B 06pasisl MOKPOTHI OblIa BHECEHA
BBICOKAsI KOHLIEHTPALIUS )KU3HECIIOCOOHBIX MUKPOOPIaHU3MOB M. bovis, CMEILIaHHBIX C PEareHTOM It 00pa3iioB B
cooTHoueHn# 2:1 1 NpoUHKYOMPOBaHHBIX B TedeHue 15 munyT. [locne nHKyOanuu cMech peareHTa ajs o0pas3uos u
MOKPOTHI ObLIa HEHTpaIN30BaHa ITyTeM pa3BeieHNUs U GUIIBTPALIHH, ¥ 3aTEM UCCIIEI0BANIACh KYJIBTYPaIbHBIM METOJIOM.
’KuznecnocobHocTs M. bovis 13 TOATOTOBICHHON TaKUM 00pa3oM MOKPOTHI OblJIa HIDKE HE MEHee 4eM Ha 6 1g mo
CPaBHEHHMIO C HETIO/ITOTOBJICHHBIM KOHTPOJILHBIM 00Pa3IOM.

Kaxmas maboparopust 10KHA CAMOCTOSTENBHO ONPEAEISTh 1e3UHPEKINOHHYI0 3(Pp(heKTHBHOCTD pereHTa ais 00pa3nos
C IPUMEHEHHEM COOCTBEHHBIX CTaHJAPTH30BAaHHBIX METOIOB M CJIEOBATh BCEM HOPMATHBHBIM TPEOOBAHHUSM IO
Ononormueckoit 6e30MacHOCTH.

20 NMpeuyn3noHHOCTb N BOCNPON3BOAUMOCTb

IpenmsuonnocTs 1 BoctiponsBoaumocts Xpert MTB/XDR tecta 6buTH ycTaHOBIEHBI B MHOTOLIGHTPOBOM (TPH
HCCIIEN0BATENBCKHUX [IEHTPA) CIEHNOM HCCIICIOBAaHUH C UCTIONB30BaHHEM MHOTO(AKTOPHO T'HE310BOH BEIOOPKH.
HccnenoBanne MpoBOAMIIOCH HA TTIAHENH C IATHIO 00pa3naMH, Iae Kaxbli 00paser] ObUI TOATOTOBNIEH IyTeM JOOaBICHUS
quxoro mramma MBT (WT) u myrantroro mramma MBT (MUT) B nckyccrBeHHyt0 cpeny MOkpoThl. Jukue (WT) u
mytaaTHble (MUT) mrraMMe! ObUIH TOTy4YeHBI U3 IUIa3MUJ (MHKATICYJIMPOBAHHBIX B MHAKTHBHPOBAHHBIX, XUMHIECKH
3apuxcupoBanHbIX E. coli), conepxamux nubo nuxyto nocnenosarenbnocts MBT ¢ Y, mu6o MyTanTHYIO
TIOCIIE0BATEIIFHOCT IS LIEJICBBIX T€HOB.

OO6pa31ipl aHe u ObUIH MOArOTOBJICHBI ¢ ITIOPOroM oGHapysxeHus ~1 u ~3 npu Temneparype mwiasnenus (Tm) nenesoro
npomoropa inhA B Tecre Xpert MTB/XDR, koropsiii naet pesysisrar «k MBT OBHAPYXXEHA/MBT HE OBHAPYXXEHA
(MTB DETECTED/NOT DETECTED)» B 3aBUCHMOCTH OT HATMYHUS UM OTCYTCTBHUSI TEMIICPATYPhI TTABICHHS,
crienuGUUHON ISt AUKOTO MJIM MYTaHTHOTO IpoMoTopa inhA. TecTupoBaHue NPOBOAMIIOCH B TEYCHUE ILECTH JIHEH C
ncnons3oBanueM Tpex maptuit Xpert MTB/XDR kaptpumkeit. B kaxxaom u3 mccineaoBaTenbCKUX HEHTPOB ABa Oneparopa
(Om.1 1 On.2) kaxaplil JeHb BBIIONHSUIIN 110 1B TECTA, KAXKABIHA C IBYMS HOBTOpaMu/IuKIaMi. [I0BTOp BRIIOMHSIICS C
OITHUM KapTpHDKeM. JlaHHbBIE 0 MPOIIEHTE COBMAICHHS Al KaXKI0r0o oOpasna maHenu npeacranieHsl B Tabmuma 21.

Ta6bnuua 21. MpoueHT coBnageHus Tecta Xpert MTB/XDR ansa o6HapyxeHus MBT u inhA

LlenTp 1 LleHTp 2 Llentp 3
O6wee
O6pasew fpomexy- flpomexy- fpomexy-| coenapeHve
Oon1 On 2 TOYHbIN- On1 On 2 TOYHbIN- On1 On 2 TOYHbIN- | Ha oGpasey
uTor uTor uTor
MTB MUT 100 % 100 % 100 % 100 % 95,8 % 97,9 % 91,7 % 91,7 % 91,7 % 96,5 %
1xLoD (24/24) (24/24) (48/48) (24/24) (23/24) (47/48) (22/24) (22/24) (44/48) (139/144)
MTB MUT 95,8 % 100 % 97,92 % 100 % 100 % 100 % 100 % 100 % 100 % 99,3 %
3xLoD (23/24) (24/24) (47/48) (24/24) (24/24) (48/48) (24/24) (24/24) (48/48) (143/144)
MTB WT 100 % 91,67 % | 958 % 91,7 % 91,7 % 91,7 % 91,7 % 100 % 95,8 % 94,4 %
1xLoD (24/24) (22/24) (46/48) (22/24) (22/24) (44/48) (22/24) (24/24) (46/48) (136/144)
MTB WT 100 % 100 % 100 % 100 % 100 % 100 % 100 % 100 % 100 % 100 %
3xLoD (24/24) (24/24) (48/48) (24/24) (24/24) (48/48) (24/24) (24/24) (48/48) (144/144)
oTPuL 100 % 100 % 100 % 100 % 100 % 100 % 100 % 95,8 % 97,9 % 99,3 %
(24/24) (24/24) (48/48) (24/24) (24/24) (48/48) (24/24) (23/24) (47/48) (143/144)

Pesynsrarst Xpert MTB/XDR Tecra Ha 00pa3nax HEMyTaHTHBIX M MyTaHTHBIX ITaMMoB MBT mpu Huskom (~1) u cpennem
(~3) mopore oGHapyxKeHHs ISl KaXKO0TO 1IeIeBoro reHa ¢ ooHapyxenHoit MBT npencrasnens: B Tabmuma 22.
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Tabnuua 22. MpoueHT coBnageHus ans tecra Xpert
MTB/XDR Ha ob6pa3uax MyTaTHbIX U HeMyTaHTHbIx MBT

|'|pOL|,9HT cooTBeTCTBUA
MYT MBT MYT MBT HEMYT MBT HEMYT MBT
NexapcTBeHHbIN 1x LoD 3x LoD 1x LoD 3x LoD
npenapart
(95% OW) (95% OWN) (95% OW) (95% OW)
[n coBnaBmx/ [n coBnaBwmx/ [n coBnaBmnx/ [n coBnaBmnx/
Bcero nj Bcero nj Bcero nj Bcero nj
100,00 % 100,00 % 89,1 % 99,3 %
INH (97,3-100) (97,4-100,0) (82,6-93,4) (96,2-99,9)
[139 ns 139] [143 ns 143] [115 n3 129] [143 3 144]
87.80 % 100,00 % 81,4 % 95,8 %
FLQ (81,3-92,2) (97,4-100,0) (73,8-87,2) (91,2-98,1)
[122 u3 139] [143 u3 143] [105 n3 129] [138 n3 144]
100,00 % 100,00 % 99,2 % 100,0 %
ETH (97,3-100) (97,4-100,0) (95,7-99,9) (97,4-100,0)
[139 u3 139] [143 u3 143] [128 n3 129] [144 n3 144]
100,00 % 100,00 % 91,5 % 98,6 %
AMK (97,3-100) (97,4-100,0) (85,4-95,2) (95,1-99,6)
[139 ns 139] [143 ns 143] [118 13 129] [142 13 144]
99,30 % 100,00 % 98,4 % 99,3 %
CAP (96,3-99,0) (97,4-100,0) (94,5-99,6) (96,2-99,9)
[138 u3 139] [143 u3 143] [127 n3 129] [143 n3 144]
100,00 % 100,00 % 91,5 % 98,6 %
KAN (97,3-100) (97,4-100,0) (85,4-95,2) (95,1-99,6)
[139 u3 139] [143 u3 143] [118 n3 129] [142 n3 144]

21 JlutepaTypa

nok W=

WHO. Global Tuberculosis Report 2019. www.who.int/tb/publications/global report
WHO. 2018, Rapid Communication: Key changes to treatment of multidrug- and rifampicin-resistant tuberculosis.
WHO, 2019, Rapid Communication: Key changes to the treatment of drug-resistant tuberculosis
Sulis G, Pai M 2020) Isoniazid-resistant tuberculosis: A problem we can no longer ignore. PLoS Med 17(1): 1003023
Soumitesh Chakravorty, Sandy S. Roh, et al Department of Medicine, New Jersey Medical School, Newark, New
Jersey, USA Detection of Isoniazid-, Fluoroquinolone-, Amikacin-, and Kanamycin-Resistant Tuberculosis in an

Automated, Multiplexed 10-Color Assay Suitable for Point-of-Care Use J Clin Microbiol Jan 2017 Volume 55 Issue 1.
6. Centers for Disease Control and Prevention. Biosafety in microbiological and biomedical laboratories. Chosewood, LC
and Wilson, DE (eds) (2009). HHS Publication number (CDC) 21-1112.
7.  HWHcruryT KimHHYecKuX u naboparopHsix crannapros (Clinical and Laboratory Standards Institute) [panee —
HanmoHanbHBIH KOMUTET MO KIIMHUYECKUM 1 TabopartopHeiM cranaaptaM (National Committee for Clinical Laboratory
Standards)]. Protection of laboratory workers from occupationally acquired infections; Approved Guideline. JlokymeHT

M29 (cM. OCTENHIOK PEIAKIIHIO).
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10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

WuctuTyT kmuHUYecKkuX U naboparopHeix ctanaaptoB (Clinical and Laboratory Standards Institute) [panee —
HanpmoHanpHBII KOMUTET 10 KIMHUYECKHM 1 JJabopartopHbeiM ctanmapram (National Committee for Clinical Laboratory
Standards)]. Laboratory Detection and Identification of Mycobacteria; JlokymenT M48A (cM. HOCIIETHIO PEJAKIINIO).
PEIJIAMEHT (EC) Ne 1272/2008 EBPOITIEMICKOI'O ITAPJTAMEHTA U COBETA or 16 nexaGps 2008 1. o
KJIaccu(UKAINN, MAPKUPOBKE M YIIAKOBKE BEIECTB U CMecel, M3MEHSIOMmu 1 orMenstomuit upexrusst 67/548/EDC
n 1999/45/EC, n mamensronuit Permament (EC) Ne 1907/2006.

Occupational Safety and Health Standards, Hazard Communication, Toxic and Hazard Substances (March 26, 2012)
(29 C.F.R., pt. 1910, subpt. Z.

Kent PT, Kubica GP 1985. MukoOakTepronorus o01ecTBEHHOT0 31paBOOXpaHeH s - PyKoBOACTBO 11s J1abopaTopuu
yposHs 11, LleHTphl KoHTpoIs 3a0071eBanuii, ATnaHTa, myonukarus Ne PB 86-216546

Camus JC, et al. 2002. Re-annotation of the genome sequence of Mycobacterium tuberculosis H37Rv. Microbiology
148:2967-73.)

Zhang et al. 1996. Molecular basis for the exquisite sensitivity of Mycobacterium tuberculosis to isoniazid. Proc Natl
Acad Sci U S A. 1996;93(23):13212-13216

Maruri et al. 2012. A systematic review of gyrase mutations associated with fluoroquinolone-resistant Mycobacterium
tuberculosis and a proposed gyrase numbering system. J Antimicrob Chemother.

Vadwai V, Ajbani K, Jose M, Vineeth VP, Nikam C, Deshmukh M, Shetty A, Soman R, Rodrigues C. Can inhA
mutation predict ethionamide resistance? Int J Tuberc Lung Dis. 2013 Jan;17(1):129-30. doi: 10.5588/ijtld.12.0511.
DnexTpoHHas myonukanust, 8 Hostopst 2012 . PubMed PMID: 23146620

Dunn JJ, Starke JR, Revell PA. 2016. Laboratory diagnosis of Mycobacterium tuberculosis infection and disease in
children. J Clin Microbiol 54:1434 —1441. doi:10.1128/JCM.03043

Diagnostic Standards and Classification of Tuberculosis in Adults and Children, Am J Respir Crit Care Med Vol 161.
pp 1376-1395, 2000.

Seifert M, Catanzaro D, Catanzaro A, Rodwell TC (2015) Genetic Mutations Associated with Isoniazid Resistance in
Mycobacterium tuberculosis: A Systematic Review. PLoS ONE 10(3): €0119628. doi:10.1371/journal.pone.0119628
Farhat MR, Jacobson KR, Franke MF, Kaur D, Sloutsky A, Mitnick CD, Murray M. 2016. Gyrase mutations are
associated with variable levels of fluoroquinolone resistance in Mycobacterium tuberculosis. J Clin Microbiol 54:727—
733. doi:10.1128/JCM.02775-15.

Gagneux S, Small PM. Global phylogeography of Mycobacterium tuberculosis and implications for tuberculosis
product development. Lancet Infect Dis. 2007 May;7(5):328-37.

Banada, P. et.al. Containment of Bioaerosol Infection Risk by the Xpert MTB/RIF Assay and Its Applicability to Point
of Care Settings. Journal of Clinical Microbiology. 2010.48:10. 3551-3557.
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22 PacnonoxeHue wtab-kBapTupbl Kopnopauum Cepheid

FonosHoM ochunc

Cepheid

904 Caribbean Drive
Sunnyvale, CA 94089
USA

Temedon:+ 1 408 541 4191
®daxc: + 1408 541 4192
www.cepheid.com

EBponewckun ocdumc

Cepheid Europe SAS
Vira Solelh

81470 Maurens-Scopont
France

Tenedon:+ 33 563 825 300
Paxc: + 33 563 825 301
www.cepheidinternational.com

23 TexHun4ecKasi nogaepxka

Mpexae Yem o6pallaTbLCA K HaM
Ipexae yem oOparuatees B ciryx0y TexHnueckon nmoaaepskku kommnannu Cepheid, moarotoBsTe cieayronyo nHGopMamio:

Haszpanue usnenus

Homep nmaptun

Cepwiinslit HoMep npudopa

CooGienust 06 ommoKax (ecinm UMeroTCs)

Bepcus nporpammuoro obecredeHus H, pU HATUYUK, CEPBUCHBIA HOMEp KOMIBIOTEpa

CLIA

Tenedon: + 1 888 838 3222
OnexTpoHHEIH anpec: techsupport@cepheid.com

®paHuuna

Tenedon: + 33 563 825 319
DnekTpoHHBIN aapec: support@cepheideurope.com

KonrakrHast uadopmanust Bcex oQUCOB Ciry0bl TeXHHUeckoi moaaepku komnanuu Cepheid noctynHa Ha Haiem BeO-
caiite:www.cepheid.com/en/support/contact-us
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24 Tabnuua ycnoBHbIX 0603Ha4YeHUN

Cumson 3Ha4yeHue
REF Homep no katanory
IVD MeaunumHcKoe naaenue ans AMarHocTUKWIn vitro

q3

Mapkuposka CE — EBponelickoe cooTBETCTBME

®

He ncnonb3oBaTb NOBTOPHO

LOT

Kopg naptum

[1i]

Cwm. MHCTPYKUUIO MO NPUMEHEHUIO

Mponssogutens

p
¥/

CofepknT 4OCTaToMHOE KONMMYECTBO A N TeCTOB

KoHTponb

Cpok rogHocTH

~ |

TemnepatypHble orpaHuyeHust

Buonoruyeckne pucku

MpenynpexaeHue

JlerkoBocnnamMmeHsoLWNeCs XUOKOCTH

Pasbepatollee Bo3aencTeme Ha Koxy

TOKCMYHOCTb ANs PenpoAyKTUBHBLIX U APYTUX OpraHoB

BL| & |V &>k

CrtpaHa nponsBoacTea

YnonHomouYeHHbIn npeactasutens B LLBeriuapum

?i

Mmnoptep
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Cepheid AB
Rontgenvigen 5
SE-171 54 Solna,
Sweden

CH |REP

Cepheid Switzerland GmbH
Zircherstrasse 66

Postfach 124, Thalwil
CH-8800

Switzerland

®

Cepheid Switzerland GmbH
Zircherstrasse 66

Postfach 124, Thalwil
CH-8800

Switzerland

wvb|C €

25 Uctopunsa nameHeHun

Pasgen OnucaHune namMeHeHuUs1
Tabnuua ycnoBHbIX B tabnuuy ycnoBHbix 0603HaveHui fobasneHbl cumBornbl «CH
0603Ha4YeHUN REP» (Mpeactasutens B Lsenuapun) n «Mmnoptep», a Takke ux

onpegenexus. lo6aeneH cumeon «CH REP» (Mpeactasutens B Lsenuapun) ¢
agpecom B Lsenuapum.

WcTopusa pegakumi O6GHoBneHa Tabnuua McTopmum MU3MEHEHUN.
OOKYMeHTa
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