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Study on the incidence and risk factors of adverse reactions of anti- tuberculosis
drugs in 115 new smear positive pulmonary tuberculosis patients
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Abstract: Objective To explore the incidence and risk factors of adverse reactions
of anti-tuberculosis (anti-TB) drugs in new smear positive pulmonary
tuberculosis patients. Methods Totally, 115 new smear positive pulmonary
tuberculosis patients who received fixed-dose combination (FDC) treatment in Yuelu
District, Changsha and Ningxiang County from October to December 2013 were
recruited. The incidence of adverse reactions of anti-TB drugs that occurred in the
course of treatment was monitored. Risk factors of adverse reactions were explored
by univariate and multivariate analysis. Results Adverse reactions occurred in 43
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out of 115 cases, with an incidence rate of 37.4%. The univariate analysis showed that
the incidence of adverse reactions was significantly different among groups by age
(Wald X? = 6.436, P value = 0.040), education level (Wald X? = 8.776, P = 0.032),
body mass index (Wald X? = 6.534, P value = 0.038), and drinking history (Wald X?
=4.019, P =0.045). Multivariate non-conditioned logistic regression analysis
indicated that advanced age (Wald X2 = 14.337, P =0.001), lower education level
(Wald X2 =16.042, P =0.001) and drinking history (Wald X? = 8.392, P = 0.004)
were risk factors. Conclusions The incidence of adverse reactions of anti-
tuberculosis drugs in the 115 new smear positive pulmonary tuberculosis patients is
high. Advanced age, lower education level and drinking history can increase the
incidence.

Key words: Pulmonary tuberculosis; Anti-tuberculosis drug; Adverse reaction;
Risk factor

it 5 A% e — P 7 B f T AR R AL B9, H T RO MR N S e 1) A BR 1
NILPAE . HET3HRE R Im 45 % 5 R A 25617 (FDC) ArdEs itk
J77E, AR ZEE L . ERE AT et , B TR I i
AFEFRERI LA RS T Z50A RS IS S 88 AT . &
R PEAEMNANERERENZ —. AFRFKDTEEXMT 2 E 2013 4 10 A
1 H2 2013 4 12 H 31 HE YA IRFHM S5 % 835 I FDC #5518 AEA R B
HIEOLREAT 70T, BL T AR IR T2 X B B A A% 24 AN RO ) R A2 26 K S
R, IFHE H B TR A AN RS R % 55
1 BERLAI

1.1 FEAREM T BRI 567, yRE 4% 8 & 2T s % A
RN R AR 30% 57%. AHEFCH P=30%, HI, N= 1.96XP (1-P) /D2, %
VFRZE D=0. 2P, 19 N=114; T 10%HIRTFIARNE, RIFRZEI A 126 4
W HIESEACHIR IR Pl 25 1% R

1.2 BEFRIMIAMBE AN R AR i E R X E SER AT 2 B3
Pl O ORI, RIS A0S R RS, L2013 4 10 & 12 H S
HiL B IRTIE TR PH G 45 4% 5B 3 AR 7 B HEBR DU (DX 2545 0 ;
@0 B BIREASE, QOFTEBRERE, WERERT 30 A7#%,; OF
Wi 3 (6) B AN BEeTE ; (DFE. ARSI T A HGURBIZE 5
42 (WHO ERC) #E#HIANTE R BN B ZK, HIE 7 AR H S “gisi&
T3 AN RN W 155 R 150 R ok T A 48 Tl 5 A% B U BT A B 25 1 2 i



HERH . NZHAT ) R R B R R VRN S B . RO, AR A
RPN R ED, JFHEZS.

1.3 iZWibrdE: FIEFHEIT A% S Wikn i (WS288-2008) AP AT,

1.4 RITTT 2 TR RN R8T A AL R AR 77 % (FDC-
2HRZE/4HR)

L5 WaETE RHBEGIN “Haz2dmA RN RAER” HilETH,
FEANRCIEEF N RGO SRS SR Eags REE. HAHE
SRR RITIIEIR IR A, 6) B AT I IO IR X T T

1.6 SRIEKE: HERIGT IS EIIRE. mEm. JREM, S
WL RER. FFREIEE, R LANHLS 240H 6 MH OFREAR) BT — RIS
Theg. MR SIEIMRE. JREBKA.

L7 29 RIRSIHIHAERRAE %I (LSS 2 A R RS2 9T T 1
PRAEAT ). 2 E R (i A B R & A TAE T, BEAT BRIR KR R P
Wy, BUFHZ5 545 RN H B & BRI () 56 2Ry 15 249 B0 s S DT 2R e
By FRORHPTBELS i S LRI SR, ) A BTEE L 2 A RS

1.8 Zitsrtr  ffH Epidata 3.1 R NEALE, @AHCEIEE. W&
WA R 5P RIS R RIFATAERAF Logistic BT,
ZHENN . FTE BRI R SPSS19. 0 Giit it se . B Siit B

IR 1.
Rl HERAVARRMEKRER Logistic BIANHTEZRERE

e B4 TR 13 B
RHmKRE . 50, Bel
AR

H X Xi EEX=1, T28=2

S Xy 18-34 &=1; 35-64 ¥=2; 65 % LA =3

PESI X; PB=1, L=2

Rk X D=1 JEBUKE=2

Bl Xs RR=1; JERE=2
SCALFR Xe INFULTR=1, NERYIR=2, =3, KR =4
B HRAR L X KiF=1; O8F=2; BFokieE=3

EHRRESBN Xg 2.5 LA F=1; 2.573-5 Fit=2; 5 /il k=3

EIRE Xg /NTF 18.5=0; 18.6-23.99=1; 24 DL =2
pURE X0 T=1; H=2

(el Xy, Jo=1; =2




W SO sk Xig Jo=1; F=2

25 g B Xi3 IEH=1; HF#=2
B 48 FL30 X4 EH=1; F%=2
I ek A 4 Xi5 B UANE=1; B 2-3 MlEF=2; R K& 4-6 AMiliEF=3
248 R

2.1 WG —

W FCIAIRI RGN 123 BIRIVR IR BT A A% ], o 115 5] 5858 1 56 BT 7%,
Ky 8, KUIF 6.5%. WA RA, 547761, Ltk 384, FLctbhlh
2.03:1 (77/38) 5 “FIJFHL 4839411683 ¥, H/NFER 18 %, KFEW 83 %,
AL EUFE Iy 49 % .

2.2 AL R KA

221 ARRFIRAER: RLRETEZAGDA R EFIL 43 6], A&
RN RN 37.39% (43/115)

222 ANRRMKERR: ARRBIKAESHIERGI GARIT 1A
2AAD L HAR I —FOR BB 39 61 (5 90.70%) ,  HY B Rl E A LA
ERy 45 (5 9.30%) o HIHAER Y 16.28% (7/43) , JHIIRERITH &
32.56% (14/43) , 'BINREITE N 13.95% (6/43) , HXRTHF GEIRERIME)
b 11.63% (5/43) , BN (EIREFENT) 5 16.28% (7/43) .

223 ARSI : AR SR T DU ORI TR] . SREAL R
36 B, 15 83.72%; AFZGALEE 7 B CHhFThaetn®E 4 B, BIhREHIFH 24, &
PREZIAE 141D, 5 16.28%.

2.3 PUAERZ AW BB A IRAE 0 K] 2

231  BREEMT ARFN 15 MEREET RIS, Hd 11 55 R
FDC #EAR RN K AERTR, male . Wl Bk, R, GSaRa
FRBERBON B WRSE . RIS B HI R AEIE N, g
RIZR AR Logistic BIHMT R I LR K F A P EIEKT 0. 05. 53 RIFER .
SCAGRRRE . REARE. TR A MR R EARRMAIRAEREG R, (P<
0.05) H&it¥E 3, Gt sHE 1.

xl  WEEEYA RRMAERHERIEF A LogisticBHER R 45 R

R I YA R
& KAEF (%)

g Wald » P&

e

iy
=




HuX
EREX
TZH
51
%
'S
HE ()
18-34
35-64
>65
Rk
DL
JeiE
Bl
R
Fef i
SRR
NFERLLR
By
wh
NN
YEYRAR L
RIS
LU
B
HFERE BB (L)
<25000
25000-50000
>50000
HEEH
<18.50
18.6-23. 99
>24
urid
¥
H
MR 52

e

2R M
1B

16
56

48
24

19

41

12

60
12

21
51

28
33

13
51

28

34

10

24

44

68

40

32

39
33

69

14
29

29

14

20

16

41

18

25

15
13

10

31

18

15

10

17

18

37

24

19

15
28

40

46.
34.

37.
36.

26.
32.
57.

40.
14.

46.
32.

34.
28.
41.
71.

35.
37.
38.

39.
30.
50.

41.

29.

66.

35.
60.

37.
37.

27.
45.

36.

67

66
84

92
79
14

59

15
89

88
26
67
43

00
80
46

13
61
00

46

03

67

24
00

50
25

78
90

70

1.492

0. 007

6. 436

3.635

1.936

8.776

0. 061

2.38

6. 534

2. 391

0. 001

4. 019

0.43

0. 222

0.932

0. 040

0. 057

0. 164

0.032

0.97

0. 304

0. 038

0.122

0.978

0. 045

0.512




S 3 3 50. 00

R TR 2.318 0.128
R 70 39 35.78
- 2 4 66. 67

I A Pt A S0 3.512 0.173
BE 23 8 25. 81
R 32 19 37.25
A 17 16 48. 48

232 ZWEDH: DBRRR DA E SR RFER . SRR R
e A s oA, BT 2 R AR LogisticiZ 8 Al 3 70 A L i H =M
BRI, KIEE R SRR, Ol L2 KA TS Z A A R
R ARG 2R . L2

R2 MIGBAMA R RELE R ERIEF A Logistic B IH AT 45 5

EXP(B) #7 95.0% CL

B B Wald X P 1A — i
W -3. 661 14. 77 0
R 14. 337 0. 001
36-64 % 0. 964 1.88 0.170 0. 661 10. 399
65 % LIk 3. 096 11. 842 0. 001 3.791 128. 884
XAFERE 16. 042 0. 001
¥l 0. 586 1.011 0. 315 0.573 5. 633
B 1. 899 4. 892 0.027 1. 241 35. 955
K 3.736 14. 89 <0. 001 6. 287 279. 850
BRI B 1.526 8.392 0. 004 1.638 12.912
3T

P 4Bk 22 DMESROIWIRAT ™ A E K2 —, SRt Rom N B 4L
iR W LSRRG AT AN, HRTPIATZ YIRS . R, RN
WIrds S, A ZOREm BB WG M 2RI 25 bh,  FUUARZ -4 UL,
ERAE IR I RE T B AW RE MBS A A FIRERE 25 b A R (adverse  drug
reactions, ADR) , TISZMIZRIRIPIAL o Pk, B PTai 2 i A B
KA IR RIS W R A BRTA R 25T BRI A R RN > Va7 A
PR AR A AL

FA20 1 1ETF AR 4 i S T [ E A B 457 (FDC) $igiinyy.
FDCZ s 2 M — LR PUaf i 25 W H5 I8 — s h B e s il it — R = A5, AR &
HIREARMGEAR, HRXIRL R D, AHTREEEEEIRTIR
Mtk AH 2B M BEER GV AS R OB /5 B A i 2. i TN i) s A



PUEEAZIR YT IR AR FH SR TG A FH 243, M DA W 25 38 A o W P 48542 240 i R 2B 11
ANRSL, AHFFARNE 3

3.1 ARRMKAES

R SCHRAE DL, WIEM. SRS B IS AT I R HEAT I,
ADR K AEZI3 5109 33.47%M 33%. EAMEAKPIRIE, fEFB] Mohammad
Reza*IKF 5T, 204 228 LSS 210 B35, ADR RAEFEN 45.1% - A0HE
X 115 BRI RIH B VIS, RIHEIZA R R BA 43 61, KA
N 37.39%, 5 ERSCERAS H S RAHT . T B ARG XT 1996 £ 2005 4F
RI SCHR, X SCRR A8 N AR HEAT £ 5 00T, RIPUEZ 255 A R OS5 T
KEFN 12.62%. TETZAIA R RBURERMHARLERARAR, EES5A
RS FRAERIHIE « AN B B Sk AT AT T %8 . SR IRSE G

3.2 AR R BLR AR RRE OGS 6 R 2 43 A

AHFFLR BN, LA RIRBIRAE SIVRRE, TCHRNURL T
TR BRZS I 52 T WU & T e, AT RZm B Z5 W E R . a4 R
RN, B EFE Ml AR, BFRIRA. P, HIV Bk, &
W BRI R AREFFL R, R IR Logistic B H B R F A BT R B, A
[FIAEHS . SCIRERE . AR EFR R G SE I B DA I 2 R RLR A A AE
oS, B BRX AR RIAT Z R R EESHT, KIFR K. AR,
A S R AL A BRI fE R R

3.2.1 FFRRH AR PR AH

ARSCHIRFFE AT RS o, AR AN R R A 28 B ey TR A A 4L
EFW U2 BB R E AR AN R BUR A2 R62%, W T HAR
B ZEEFNHRAUIEIE, T IIRE, &N AT A S o i R
HEMTFERAN, MBTEASERIIK, SHMRSERIM TR, B
PIA R RL LA o

3.2.2 MHARE HAR RN KA #

WMHLLUNVERE TR I, % 3 (SO RR FE AR, X 45 i iR T fie e
FERUBRAG, X BV IT AR M MERIA G R o AR SO FR 25 R Wom SRR FE



I B R A2 RIS N R B R FE m i 8 & BT DAEETT R A R
BEEBNIS,  RIERTAS F SRR EE M B, Renl R OO B S, RIS,
AR A OIS, $EHIARIKE, XA R SN (R
H, Reds BB RIS AT RS, A BE A H .

3.2.3 TN 5 AR RN KA

A FFA T, A0S AT — € (R, A2 A A 2 Sl JHE = AR
—LGIE BV SN . PRE AR T S 2 AT SR TIORL RGP — 450, Y InEEE
[ I T B TIPS A% 2506 FF AL O I A 52 e, AR
FEIF WA & CBAC R RE, BTE IR &1, Btk TR AFEBE 1) 565
SEIMEEE . FIARF 2 RO AR 75 5], PR SRR, B
WO ) i 4852 8 IR S 45 A% 25 g ml IR S A, 25 A R %
BiEr, Rl T RERIAE o A LRSS 2 SR R TR T, 2R
W, LR BB A, IR IR e AT R

i bR, Wi EE B SRR CEREERE . SCRERE. sk nT g
PUERZZT A RIS R AR5 X 2504 RSOSLR I, B BRI & 2

AR EE, AT S R AN RSOV ) R A

& £ X M
L HARKE, BEAR), £, PEZRWPHE RIS TERES], dbat: hEppMmER
ReEfipet, 2008
2. HARKE, PLEZZmARRMIZIT OS], ANRIAEHME, 2009
3. ML, BT, MAERAARKNEEALT]. BEZSR, 2008, 27 (3) . 245-249
4y WIESE, PSR T IS AN R SO IR 7T, SERI BB [J], 2013,
20 (11> , 1288-1291
5. &%, SR AGAMARKMNIFEE, mKZER[T], 2014, 29 (6) , 614-616
6. MRS, EEAE, KNTH. 321 S %A H & 29 R R NIm R W [T ], b E BB 2l
k&, 2007, 27( 1) : 83~ 84.
T.OWHEL EL. MR, BT, 702 BIHGERZAYITEUN RN HTIT], b E R A
&, 2008.8,30(4), 275-278
8. Javadi MR, Shalviri G, Gholami K, et al . Adverse reactions of anti-
tuberculosis drugs in hospitalized patients: incidence, severity and risk
factors [J] . Pharmacoepidemiol Drug Saf, 2007,16( 10) : 1104-1110.
9. i, BEE, HNREZAARKNKERNLGE ST, HHEEZMFRIEE,
2007, 30 (6) ,419-423
10, 2}, HwME, JERAMARKNTFRERT], SRS, 2009.12, 16(6),
1988-1991

11 . Tost JR, Vidal R, Cayla J, et al. Severe hepatotoxicity due to


http://baike.so.com/doc/6636067.html
http://baike.so.com/doc/5290107.html

antituberculosis drugs in Spain [J] . Int Tuberc Lung Dis, 2005, 9( 5) : 534
—540.

12« EFHW, KRV, EEL. B Gmin Ty &Mz B3 WA RIS LB 16 771
[J] . EEZ, 2010, 5( 3) : 223 — 224.

13, M4, E5%, Fr, S RAE MR EMARE (J) , PEESEEAE,
2006, 9, 23 (3) , 140-143

14, F3, &X—20, X8, WRESEZAgmrmErEm [J], PEEXEN. B2
Ik, 2012, 14 (300) , 141



