FOERARE 2023F108 305 F 10 1 851718

- IRE -
nE&ZEERE8 S (FDC)Afr BRAS HME KRR RZ L4
BRES KR AT R ARNE

1. M RIERR Z 99FF (7% I 510000)
2 IR RRERE R SLIE (54 I/ 510000)

(HE] BN LLRYEAREE2ENERF S F S B E BT EE T 28 S (fixed-dose combination, FDC)5 8755 (separate tablet regimens, ST)BATT
MR ARR. A% B2 HT M ERER20194 18 F202246 B 108FIWCA R BER B S HERNYARIREE, HP56FIESFDCA
THEBERNFDCA, S2BESZSTARATNEE NSTAH, WRAABENATRR(AT2. 5. 6ANREARMAE, AT EMIBREREIE R T REMSF
(FFHRfA. BRM. SREIE. SERAER. UREE)NEER, LR (1)FDCEAST 2. 5. 6 MAREMEPEYRSTAAS, LEHRAT2ANE
FHEEPRREESITER(P<0.05); (2)/87 EFDCAREI BIRURERSTAES (P<0.05); (3)ATHAEANEN—RIIARRE, MAHRMKG. BHERRN
%, BRAFDCARRRNMEZERMBRTSTA, BEREEEM(P>0.05), £ FOCAIFEBIERFEERA2BRNVREIAFEE, FINEMNERLRECE
E, BEEMETSETR, BATRRMEZSERKEM, EEFRRIRIHET A,

[x3iE] Bhshiz; BRA; BEFE; HFNAEAR; BT8R, FTRRMN
[FE5£S] R587.1

[XERtRIRES] A

DOI:10.3969/j.issn.1009-3257.2023.10.021

Efficacy and Safety of Anti-tuberculosis Fixed Dose Compound
(FDC) in Diabetes Mellitus with Tuberculosis

GU Yu-hong”, ZHANG Ya-hui, HE Gang, WU Xiao-ying.
1.Guangzhou Chest Hospital, Guangzhou 510000, Guangdong Province, China
2.State Key Laboratory of Respiratory Diseases, Guangzhou 510000, Guangdong Province, China

Abstract: Objective To compare the effects and adverse effects of fixed dose combination (fix-dose combination FDC) with tablet alone for type 2 diabetes
(separate tablet regimens ST). Methods 108 patients with type 2 diabetes with tuberculosis from January 2019 to June 2022, among which 56
patients treated with FDC were FDC group and 52 patients treated with ST regimen were ST group. The effect of treatment (positive turning
rate of treatment 2,5, June, absorption of pulmonary lesions after treatment) and the incidence of adverse events (liver injury, gastrointestinal
reactions, hyperuricemia, neurological symptoms, visual abnormalities) were compared in the two groups. Resufts (1) The rates of bacteria in
2,5 and 6 months were higher compared with ST group, especially the rate in 2 months (P<0.05); (2) the total absorption rate of FDC group
was higher than that in ST group (P<0.05); (3) a series of adverse reactions during treatment, such as liver injury, gastrointestinal reaction, etc.
Although the incidence of adverse reactions in FDC group was slightly lower than that in ST group, the difference was not significant (P>0.05).
Conclusion FDC can help diabetic patients improve the conversion rate of sputum bacteria at the end of February, and increase the absorption
range of their lesions. Moreover, the incidence of adverse drug reactions in the whole treatment process did not increase, which is worthy of
active promotion and application.

Keywords: Tuberculosis; Diabetes Mellitus; Fixed Dose; Separate Tablets; Treatment Effect; Adverse Reactions

ZERR(TB)E2ME - ABLFERF, RIEHRD4E4AR
(WHO)BIEE, 20212 BAE1060FEFEE, 1605
SEFLEIE, B, 90% WEEESREA, HPPEELK
ERFEAFEESNERTHEE=, NAFHNEMNERH
T, Ya, WFERMERERNAT B RS RAYAT R
T, ¥AN—SNERAYEESER (soniazid, INH). &
F(rifampin, RFP). MtIEELRZ(pyrazinamide, PZA). ZB&T
B2 (ethambutol, EMB)E, KENFXBMSABSHAE, B
HE#EZ, BEYMEBERBHKMNYE, HBRELEERTH,
MR ZE A 88 a7 (FOC)ERREERIGH 2R MWES
BRI, EERATPRESERER, I, ZHE2FH2
L REMZY, HER—ERIESETmR, ARELT HY
7, BFEERE, BARERESEERS AN, BN
AR IR, AR BEBAIBNIZESKME, T—TRE
FRIETEENMEYE, RRATEBTFHNENT, BRE
(DM) 2HR L KSRMIERFZ—, MitT2040ERHEEE
HBi26.412, AIMARARM—MEEDHERE, SEERFEE
M, BERFEREBERFENNRS GBI LD, i, 1BR
FEERFERELATAN. REMELNRNKREMEX", XT
EERTREEURE, GERRFRENERARMTAR

B, N T SRS RANNG, URNERANREERE
RERE, SHESHAERIE", B, SRR EERR
BENIMEREIEWL, XAlfRH— S mRLrnTERE",
FDCRISTIERE R R & H IS XX — B A BRI AT MR R R
LUMMFRAAR KD, RHRNEN2RFDCHSFRLIZEY
EAEPERF S H SR E T MR R,

1 EREFZ®
1.1 IRRFE REIME S HEET MNHRRER2020E18E
2021F12BUCAL108BIF A RFEMER RS HMEZEE. MR
REL. RRARAR. PERFEAARBRPREBEEXEE,
MNIRE: TEVAREMMEZIZE, BRRARE, 6
QRERIRIZHAT A, M >18A%; BBaBT. HRinE: &
FHitiR. EBEMRFR. BINEERL. HIV. BERRET XFINH,
RFP. PZA SREMBEEMAMMLEZIBRHE; KRMNEEUKRT
BEMSARMNEE, MABENER. M. KEEEEBMI). 4
TFRIRNBCNAIERFRKENHLRITER(P>0.05), &A%
ZERCIEZERAHE,
1.2 A% BESX—XORNEZLY. BAFERESREN

[E—1EE] BEM, &, BIEAEEM, FEBRRAE: SixRiLAEERX. E-mail: pengyuan469@tom.com

(BRIEE] FELT



JOURNAL OF RARE AND UNCOMMON DISEASES, OCT. 2023,Vol.30, No.10, Total No.171

REITH., FDCALFDC ARATT, BUH, ZFEENEES
7 AR B+ 1) 48 T+ R B AR+ ZRE T B2 (HRZE, FA&: INH 37.5
mg. RFP 75mg. PZA 200mg#IEMB 137.5mg/F), O, &
E<3Tkg 4K /R, 1KEE38~54kg, 6/ /R, {KE>54kg, 8
F/IR, BT2BR, BEREREREMNERAMMY, MEKEK
H1MNA, BAFEARE., NEH, RABREHNEESH HR [
#: (H150 mg+R300 mg)/#i], 1&/d, 2 Ki//R. STAAUEM
MERAMAEARRTT, BUH, EEMEZA: INHFIE:
0.30g), PZA(XIZ: 1.50g), RFP (FI&8: {AE<50 kg 0.45 g,
>50kg BRA 0.60g), EMB (FI&: {k&E<50kg 0.75g, (KE>50
kg 1.0 g), ORR, af72A%, ERERBVEHET ML, T
EKERWHLINA, BAFIEARE,

TEH, INH(FE: 0.30g), RFP(FIE: A&E<50 kg

0.45g, A& >50 kg 0.60 g). BE BT ORMEELN/HFEDER
WK TE B =S BE A M 7 AR PR AE 1B 5o
1.3 MBEIFRIMEIRE (1)iIERRAREATHEL 5. 6108
NZREREER, AERN: RNBEBRRINE, BIRRAKR
REBFAIRTERE, NEERERER,; 2)REREER: XU
SYHEINE, EEEART2. 5. 6 NARNHEITXEBRERE,
RIBRIERWIE RS N E BB (FEIHLRM = RHEIERIL/2); TRk
(1/3<REfm<1/2); BT (RU<FEHITAIL/3SIER<RREILH
1/3); B (EHBETAZFEFRFIENL/3). SRINER=EZRK
R+RWE; Q)RITHAHENARRE, S&FRH. Bk
N, SRERMIE. MERFER. ARRE. HWEFRE(ATB-
DILNWEXFEIEE Y. BHARRE, SEEL. RHH L
BHERE. SRERMEE X AERSTF420ummo/LEYFRERKF,
HEERESMRFREBHN, BEEMAIREM. B53RE.
1.4 St 2 i FEREU(x £5) TR, RAMIFERGQLH
ITARRILLER, TTEERIIE (%) R, AEERREK, P<0.05
ERRTRITFEN. PIBRITDIRA SPSS 25.0 RItFH
T oA IE,

24 B

2.1 MAFPAEAEILE WmAAT2. 5. 6 NARNYERMRE
fH, FDCAH’AYT 2. 5. 6 NEEMEBEYRSTAAS, LHZ
A2 B R EREFEESAITER(P<0.05), FAHAT5. 6BH
IR THITER(P>0.05), W&,

2.2 MART AR RUE R 4877 EFDCARIT BRI
KIRSTHAES(P<0.05), WK,

23 FRRM AFHRiERAYEN—RIRERN, BAFDCAR
RRNANAEXRHETSTA, BEERTLEEM(P>0.05), K3,

1 AR AR LR (%)]
45 B9728 N=tige)s J&7768
FDC4(56%1)  40(71.4%) 47(83.9%) 52(92.8%)
ST4H(52151) 27(51.9%) 36(69.23%) 47(90.4%)
X8 4.356 3.274 0.145
P& 0.038 0.070 0.703
R2 RARTEPALAIE TR LB [F1(%)]
B3 BERIK TR X Ei SUNES
FDCA(56f1) 32(53.6%) 22(37.5%) 2(3.57%) O 54(96.4%)
STEA(52f5l)  25(48.1%) 18(34.6%) 5(9.6%)  3(5.77)  40(82.7%)
x4E 5.561
PiE 0.018
=3 WA B REZHH[H1(%)]
45| it BipE SRBIVE BEAFER AREE
FDC4(n=56) 6(10.71) 3(5.36)  7(12.50) 2(3.57) 3(5.36)
ST#8(n=52) 8(15.38) 6(11.54) 11(21.15) 3(5.77) 4(7.69)
x4g 0.295 1.349 0.921 0.295 0.084
P& 0.587 0.246 0.337 0.587 0.772

33t ¢

X2 —TALL IR Y FOCHISTA ZH AR MERES
HIE IR ANATNERENR S ENHR, BfSREER
HARBEMIS TR R LM, BT AsT HBia R B BB a).
FHREHREENRTY, HRESZFEAYENNRBEGH
M ERITER M, ERIWHARS, 5STHRSMAL, A
HIERR A HIE RN EET, FDCAFSSTATMALE,
SRR B ERE RSB GIES. XERS5Jacqueline
Mui Lan Laif%Al-Shaer MHZE" YRR —5, AaERMX—
SERMEEY —25STHE(12~148 /X)L, FDC BZ5h, I8
BE(4~8K/K) X, BRFERESSENOESREEINNE
g, AltilRE S ERAYRIGEREBRBERE, &
DEBHRIBANRARR L T RESHNAE, NHTE—EREL
BETAYNRE, WERRERE, KIRRNERRE, &
MABARRIEREFDCATSTHEAS, A EAFBIRMENT
HWREEESAITFERY, EHENNSRERTF—RNEEZH
RABMER,

AHARE R, ERHHRLERAE, FOCAREF, 77
B XRIBRFENRESH, BECSHRERRE, BRFES
HEPER S EE S M MR, BR T SR SRR, BEET
FEHEIE RS IRSANFE. TRIERE, REXETHE
FARANBEEERBEERSHITMENAT, LAEMEE,
BEATRMNMEBIIES, TEBESIORA. Ei2RASH
9 Sty BRI E EE B, ARFDCATT AR IRIRE N 96.4%
MSTLAAM 827N REREE; FNMARBEEZTATNIE
h, WEERERERBRE, HPUSREMERFRGHE
EBIBIR%, BFDCANERREMTRRL, MERESHHI:RK
HE SRR, BEMEF L. BFRRLESH,

2 PR FDCIEAEMERF S HIEZIaT DR E
ORVER, BEEERENOEMEE. RIRECI RS TS %
£, ABRBRERERKEM, Eit, EEEEHAPRNA
R,

2EXH

[1]World Health Organization.Global Tuberculosis Report 2022[R]. Geneva: WHO, 2022.

20 AR 3 B, A5 % . HLIE I 25 4% 76 2 itk o PV 90022 W7 4R 8 IR 90 B 5 98 07 AP O] P I o 4
,2020,42(6): 541-543.

[3]Blomberg B, Fourie B.Fixed-dose combination drugs for tuberculosis: application in
standardised treatment regimens[J].Drugs, 2003, 63: 535-553.

[4]Blomberg B,Spinaci S,Fourie B,et al.The rationale for recommending fixed-
dose combination tablets for treatment of tuberculosis[J].Bull World Health
Organ, 2001, 79 (1): 61-68.

[5]Tick SS,Lieberman ES,Rahman MU,et al.Glucocorticoid use,other associated factors,and
the risk of tuberculosis[J].Arthritis Rheum, 2006, 55 (1):19-26.

[6]Jeon CY,Murray MB.Diabetes mellitus increases the risk of active tuberculosis:a
systematic review of 13 observational studies[J].PLoS Med, 2008, 5(7):el52.

[7]Baker MA,Harries AD,Jeon CY,et al.The impact of diabetes on tuberculosis treatment
outcomes: a systematic review[J].BMC Med, 2011, 9: 81.

[8]1Dooley KE,Chaisson RE.Tuberculosis and diabetes mellitus: convergence of two
epidemics [J]. Lancet Infect Dis, 2009, 9(12): 737-746.

[9]Melmed S,Polonsky KS,Larsen PR,et al.Williams textbook of endocrinology[M].
Philadelphia: Elsevier Health Sciences, 2015.

[0 EXLBEYRF o2 MELGHEFRG Y IEHE QLM U], &P iR A
+,2019,42(5): 343-356.

[11]Lai JML,Yang SL,Avoi R.Treating more with less:effectiveness and event outcomes of
antituberculosis fixed-dose combination drug versus separate-drug formulation (etha
mbutol, isoniazid, rifampicin and pyrazinamide) for pulmonary tuberculosispatients in
real-world clinical practice[J].J Glob Infect Dis, 2019, 11 (1): 2-6.

[12]A1-Shaer MH,Elewa H,Alkabab Y,et al.Fixed-dose combination associated with faster
time to smear conversion compared to separate tablets of anti-tuberculosis drugs in
patients with poorly controlled diabetes and pulmonary tuberculosis in Qatar[J].BMC
Infect Dis, 2018, 18 (1): 384.

[13]Dostalek M, Akhlaghi F,Puzanovova M.EBffect of diabetes mellitus on pharmacokinetic
and pharmacodynamic properties of drugs[J].Clin Pharmacokinet, 2012, 51 (8): 481-499.
[14]A1-Shaer MH,Mansour H,Elewa H,et al.Treatment outcomes of fixed-dose combination
versus separate tablet regimens in pulmonary tuberculosis patients with or without

diabetes in Qatar[J].BMC Infect Dis, 2017,17(1):118.

ISIME. ERAEAMGEY S LW ERCTREREL LA ] SATHEES & IF
JK, 2021, 21(8): 107-108.

L6/, Bitd, 15, %. WiakE iS4 8 # 0T W )6 BT E 3 0 R et . FEB
Bk, 2016,38(11):973-977.

(FBEA: 2023-07-25)  (KT%iE: $560K)



