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Comparative Analysis of the Instructions of Original and Domestic Generic Levofloxacin Injections
LI Guidan',HE Xin*(1.College of Pharmacy, Heilongjiang University of Chinese Medicine, Harbin 150040, Chi-
na;2.Department of Pharmacy, Heilongjiang Provincial Hospital, Harbin 150036, China)

ABSTRACT OBIJECTIVE: To provide suggestions for improving the quality of the instructions of domestic generic Levofloxacin
injections. METHODS: A set of instructions of original Levofloxacin injection and 20 sets of instructions of domestic generic Levo-
floxacin injections (with three kinds of acid radicals) were compared and analyzed in warning, indications, [osage and administra-
tion, medication for children, drug interactions, toxicology, pharmacokinetics, etc. RESULTS & CONCLUSIONS: The rate of re-
cording indications, dosage and administration and pharmacokinetics among the 21_sets of linstructions is high, up to 100% .
Among the instructions of domestic generic Levofloxacin hydrochloride injection; Levofloxacin lactate injection and Levofloxacin
mesylate injection, the rates of mentioning a tendon injury in the\warning section are 30.00% , 0 and 33.33% respectively; those
of recording antibacterial spectrum in the indications section are 10.00%,"0/and 33.33% respectively; those of recording the specif-
ic results of drug interactions are 10.00% , 0 and 66.67% respectively; and those of recording toxicological information are
70.00% , 85.71% and 33.33% respectively, all ‘offwhich are lower than the recording rates of 100% for the instructions of original
one. In the instructions of domestic ‘generic: Levofloxacin injection, there is a lack of clinical trial data in the sections of dosage and
administration, medication for ‘children and toxicology and of pharmacokinetic parameters for patients with impaired liver/kidney
function and special population in the pharmacokinetics section. It is suggested that the manufacturers of domestic generic Levoflox-
acinyinjections, should improve the specific contents of the instructions; the instructions regulatory authorities should improve the ad-
ministration of instructions examination and approval; and doctors and pharmacists should strictly follow the instructions.
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Tab 1 The recording of key sections in the 21 sets of instruc-
tions of Levofloxacin injections

A bt hath A A ] Eﬁﬁﬁm

) TR RREER, o R RRER, G RER BRER % BREM BRER,%
e | 100 9 90.00 6 8571 2 66.67
BIEE 1 100 10 100 7100 3100
iRl 1 100 10100 7100 3100
JLEMZ 1 100 8 80.00 6 871 3100
HMERR 1 100 10 100 6 8571 3100
Hy 1 100 77000 6 871 | 33
g 1 100 10100 7100 3100

R L RTAL, “TE R E” PR A “ 2y 8lar i 3 101 P 25 i
T 245 FHAN ) B AR 1 0 1) 245 b 1 SR A v b T IS 0 5 4, 1
“EERT JLEE 2T AN AR B B LI P A R
TR U2 T B = 2
22 RAEETEHMIERERTER

2103 245 W UL RA 545300 H A FEAIBR I R 0 L3 2.
2.2.1 EULEREZES w21 02 S UL R EOR 194
L, KIAE N LA RKIA . % 2 ol %, DR 2 i 54
T P ASBR I ECA RN, 1 1 P 2A5 s PN AN 421, 45 )
S UG5 “ B AE R TR ™I 2 00 N 2 AR T R A1, A 1
DI 25U A ARRTE T “ RV R AR 1 2
2.2.2 ENIERIPREZES Y UEARE PIEE AT Fh
25 G R IR BRIl HAR AT TR . R 2RI B 2 i
A =5 4 38 8 TIEAR T AR PR A AN A0 43 1 e A2 | iR 15
T 3 et LA AR ELA i T AR . BRAR R
il 2400 RS R USRI B bR T 262 100 % , (HLHL AR B i 1 L
IEYNART I AR R IR
2.2.3 FAHEAREZES  HEHRARE NS AR 6 R
IS R 2 Ak i R S ) B L B S R IE w2515 L
HHZ R EIREAN UL . R 2 AT, A2 Y
U H 43 O RE IR R B AT AR LR A
HORYTRE B O REAS A R AR R BE B T REOK S AL
T AZRFI R, FF AN S B T A O R 1 PRI
Bl T FE O ) 240 B A R bR TR TR 4 2 5
B DRRER AT SRS R . Ak, TR AR T
H LRI ZTR , bR T i 78 B0 E a 5 v =0 1 25
P BARTE R A2 R H 2 R AOHE S5 s , A7 e B B 5
TR B T B ]
224 JLEHAZNREZES 2 AL E G AR T
3O L LA B #S B H I PR AT BT B o Ik A, TR 24 15 B
Frbri THT LR AR (B #E 5 ) B IR LE
of FH G2 EA T A TAR 1k o T 0 o 24 56 T G P 25 AR
A 5 45 H sh W S EdE , R A4 H I R B8 B |, 18
A HBRTE T XN LR 2 At i R B, AR 45 H il R
SRS SR as 5, A T ILE 2,
2.25 ZAPIMEERMEZES  MEERNSE S5i%257 4

EZED; 2016 4555 27 55 25 1

®2 21 HmIEAH &I BRI ERERER
Tab 2 The recording in details of all sections in the 21 sets
of instructions
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