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log) Muaeu 52 au Aalludeear 73.2 aavaussdanssny analinuhsaesledluidennaanses
NIIMs3NEIRRE 12 Hew wazmmanTEaU CD, vy 392.8 cells/mm’ Lﬁuﬁuaﬂwqﬁﬁfﬂﬁwﬁmmmaa
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rauldsundutaieiiinadamanauauasdamainm gihe 26 au Aaithidesas 36.7 iaxmathaidesmasen
Tushuil 21 au Tsedulaiuluidangs Tesfauianueiszdulosndualsdludangs s au Sszduhoma
luidangeuar 3 au Fomsvsudadsunay Aalludasar 29.5, 11.3 uaz 4.2 mumau e 2 Ay
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pa NN AUNNGDA (5NN 5)
MapATEEINANMNNIIINY Jie 26 Ay
Aaludaeay 36.7 tiae1N3TNALeYBIEN generic
Vo a [~ Vv % ]
LpPV/r gthe 21 au Aalludesas 29.5 szaulaiy
ludaag ludwuiigihe 13 au dadudasss 18.3
fiszaulasnawalsdludangs gihe 1 au dAally
Sozaz 1.4 Hszaunaasanasaaluidangs gihe 7
a I~ [ o [ = 4
au Aalusasar 9.8 Hszaulasnawmalse was
=~ v a I~ v
AapLIELnaIRaluEaang (ihe 8 au Aatluiasas
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LPV/r
ﬁagaﬁugmﬁ"ﬂﬂ e (%)
LW
@8 40 (56.3)
YN 31 (43.7)
21g (), mean (SD) 38.8 (10.9)
NGOG
#1ngN NNRTI 71 (100)
8NN PI 0 (0.0
e NNRTI #ila3u
NVP 46 (64.8)
EFV 13 (18.3)
NVP uaz EFV 12 (16.9)
e NRTI #le5u
d4T + 3TC 44 (62.0)
AZT + 3TC 5 (7.0)
ddI + 3TC 0 (0.0)
TDF + 3TC 3 (4.2)
>1 backbone 19 (26.8)
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MmN 2 dayamevasljudnisuasihenaulasue LPV/r

dayanviaad JUans

M CD, cell count, cell/mm®, Mean (SD) 194 (163.7)
HIV viral load, copies/ml (SD) 209,937 (522,213)
Hct, %, Mean (SD) 36.8 (4.3)
WBC, Mean (SD) 5,520 (1,956)
FBS, mg/dl, Mean (SD) 97.6 (30.6)
TG, mg/dl, Mean (SD) 164.5 (88.4)
Chol, mg/dl, Mean (SD) 177.7 (45.7)
ALT, mg/dl, Mean (SD) 40.1 (26.2)
Cr, mg/dl, Mean (SD) 0.74 (0.14)

Hepatitis profile, 5181 (%)

HBsAg {Juuin 5 (7N
HBsAg (Wuau 15 (21.2)
laidifioya HBsAg 51 (71.8)
antiHCV Juuan 1 (1.4)
antiHCV Juau 6 (8.5)
laidifioya antiHCV 64 (90.1)

?M5199 3 JaraniicananisnauduainanissnwIzad LPV/r

Hoyanugiumll nMNe  Nguesuauss naulinausuas  odd ratio, 95%CI  p-value
e
IR 31 23 8 1.09 (0.38 - 3.16)  0.873
Y 40 29 11

Srunugaseniilasunausnmn(naulden LPV/r)

< 2 gasEn 66 48 18 0.67 (0.06 — 6.3) 0.723
> 2 §AIEN 5 4 1

@ viral load 3udu (Aaulden LPV /1)
<100,000 48 39 9 3.61(1.19 - 10.94) 0.02
>100,000 22 12 10

@ CD, Sudu (aulden LPV/r)
<200 39 23 16 6.72 (1.7 - 25.9) 0.03
>200 32 29 3

$10UEN NRTI 7igis1aidoen (active backbone)
Active <2 NRTI 33 23 10 1.12 (0.35 — 3.51) 0.24
Active 2 NRTI 25 18 7
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atazanavir/ritonavir (M5 6)
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Msaga’® gihadulvaiaumwiiadduun
athalsionu msasendruhiaiudamadauss
wuInniuGes 9 anudaniialunmsinmashiane
LazAaLiin9 (adherence) Lﬂuﬂﬁaﬁwﬁfyﬁﬁwaﬁiami
& 081UazNI5SNEAMaI D nsiaauuas
Usetliug UnenaanssesdaInIssnuaai A
faann MTassmssnmnanmaiuazmsaoein
oA lidssnduazasengasdalulifiiiians
{1 9991nM5FzaNY8 mutation #peN® wazfing
gannudsalumsinwiluadinn dnsunis
Anwilnuh aeildsumsitasemssnmdamad
(virological failure) N::ﬂ’JEI 1lu s ﬁﬂ%mm%ah%’a

mmqﬂmmﬁnmhjdmﬁm U (5p80Y)
1 M33nwauUa) (VF) 11 (15.5)
2 [HeTI® 3 (4.2)
3 WaZNLAENYBNEN LPV /1 2 (2.8)
4 Infamumssnmn 2 (2.8)
5 2DNEAMIIN 1 (1.4)

M5199 5 Whsugumiaagszau CD, °1|mQ’ﬂmﬁmanaumGianw%’nmﬁauuawa"'ﬂd’%’um LPV/r 12 (fau

CD, N Mean CD, SD t P 959%CI
CD, cell count ABU3UEN 52 222.0 176.0 -7.187  <0.001 123 - 218.4
CD, cell count WaI3UELRRY 12 LHoY 52 392.8  214.6
M9 6 WARNKEEINLABNYagEN LPV/r

TENGEN hugthe  (Fewas)
lusiuluidangs 21 (29.5)
losndwalsdludangs 13 (18.3)
ﬂaataatmaiaaiuLﬁaﬂgq 1 (1.4)
lasndwalsduazaaaadnasaaluldangs 7 (9.8)
analudengs 8 (11.26)
Noudeisunay 3 (4.2)
2IMITNLALININNT 1 DEN 5 (7.0)
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aladlutdanuinnin 100,000 copies/ml way
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vV LA o YV A gj LAl Y v
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FUMINTIIMNMIN LN mutation HBENNGN NNRTI
wae NRTI log@nnzen lamivudine (M184V /1) dana
Tigthamnnniesidednalums Banenngy NRTI
(91N mutation AN AanNa wazdelunuu
{93089z 10 NN mutation #@e1 NRTI ¥4 2 #ii
A9 v o J ' [ . %
nlHduengasnalusamnu generic LPV/r da0@dag
AUMSANENNEIUNNY YanNUSLELININTNTIA
faenusEu CD, wazSnaudahiaerledluiden
nlaimanzan o liunwndgsnwinlaie dad
Jihatiinauauasdiangnsenilasu tiasnszau
CD, FUNNTU UL NBNAIM TS NEaNHN D
insdnwiuansldtiudeusednsnavase
LPv/r Tumsmuauidmnanzahiaenlailuden
Q' L a Y L ‘% \ Y $ ] Yo
wazmsinszauniannunslunguiithanlieslasu
mMasnwannauuaseeniivssianas e o
aanaNIegnuuzsiaviugthaniinshaengns
Guey Togmwizengns NNRTI agnlsion ms
dnwmdiulvalgenauuuy (Kaletra®) n5dnenil
waae i udaUseanSuandvasen generic LPV/r
TumseruquidmnadalSaerlailudaauazms
wnszaugiannulufiheniivssimsaaenannau
USunauda hiaerlod ludanuasseau D, noula
Sugntudaded i finadanisnauausede
M50 FaARSNNUMSANEINENIUNN LU SN -
ne UBNNNUTEANDHANAVDIENUAT HAZLAEN
g; d' ] a o a < 4
szazauiwulaiguuss livies 2 au Aadudanaz 2.8
N6 09U 8ugn I8l 291N INITIINLALIAINET
Toemld msneadediaunauangn Kaletra® (soft

gel capsule) Wulszanaiesas 15.0 — 25.0 Wag
FUWUSAUPRENUITUSNSEN TaamsuSmsen
TUaz 1 ASINUINAIIUSE 2 A59% wazwu
ANNEN atazanavir/ritonavir (ATV /r)®® uaaym
GanaInutieaeluen generic LPV/r® @uldennu
msanwil seaulasndmalsduazseaunantsa-
wasaaludsaguuanuiiaunfizeinansran
ol juanmsnwuinnnga®” gedrulvajiialy
WaULINYBINSI NN TnatAeanumsAnmiliny
30882 30.0 YANHTHEIVNALIEKATNLAENAINET
284987 LPV/r Wuannndten ATV/r, saquinavir/
ritonavir (SQV/r) e8¢ darunavir/ritonavir (DRV/
r)®22 msNasMdaneInga NRTI $3uA U
LPV/r 40y ALl aeanenvaasiialuae o
seaulaiulutdan @1 tenofovir e lamivudine
o Y] - o ' v ' P (29-31) &
HuatnaPeenInantaennenindu wananil
Imsdanwwun mslden LPV/r aawiiadlussazen
(cumulative exposure) dNWUsnulsAvaaadannala
qﬂﬁu(32_33)
=l \ o %4 YV a dy =
msdanmgasaaludmiuldadaeglaivas

u
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Y, - 5 o
Hihelsaeadniidaymmses uanandsz@nseua

o

< YV

uosen uwnddguagihedsdasmilsdatadaiadny
duq wu Tsadszidwedihe waihadsan
MavpzduLazszazem anwdwdiolumsinmate
aahiana (adherence) Taymuazenszuineen daym
maaamiflagiduniueieiinodamsidangasen
wazANNENSWIMIINE Medaiavesszazia
wazMIAnILUY retrospective study M lineany
asufuzasdoys madnwniFdildusanndoya
fighdudanan

a

Tosagu generic LPV/r ({uendifivszansuad
Tumsauguimnandahiserlailuioauas
mainssdupiduiulugihedissiamsaengas
GFudu watadsessesdunuliinn mansdwiu

WusngasaslUludszinan §iasegriuziiunaig
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Abstract: Efficacy of Generic Lopinavir/Ritonavir in Treatment Experienced, HIV Infected Patients in Pathumthani

Hospital

Pratya Sitaposa, MD. M.D.
Department of Medicine, Pathumthani hospital
Journal of Health Science 2015;24:686-95.

Lopinavir/ritonavir (LPV/r) has been widely used for second—-line regimen in HIV —infected pa-
tients who experienced treatment failure with their first — line regimen due to its efficacy and safety. But
these data of generic LPV /r produced by government pharmaceutical organization (GPO) were limited.
This retrospective study aim to evaluate efficacy and safety of generic LPV/r in treatment—experienced
HIV —infected patients during 2002 — 2014 at Pathumthani hospital. 71 patients (40 males) were en-
rolled. Mean age was 38.7 years. Mean baseline CD4 cell counts and HIV viral load were 194 cells/mm®
and 209,937 copies/ml (4.61 log) respectively. At 12 months, 73.2% intention to treat analysis has
pVL undetectable and mean CD4 cell counts significantly increased to 392.8 cells/mm®. Baseline HIV
RNA < 100,000 copies/ml (p = 0.02) and CD, cell counts > 200 cells/mm® (p=0.03) were predictors
of virological response. Adverse events include dyslipidemia, hyperglycemia and acute diarrhea were
29.5%, 11.3% and 4.2% respectively. Only two patients had adverse events resulting in discontinuation
of generic LPV/r. In conclusion, generic LPV/r showed good 12-month efficacy and tolerability in
treatment—experienced HIV —infected patients and was suitable option in resource—limited countries, how-

ever lOIlg term assessment is necessary.

Key words: generic lopinavir/ritonavir, HIV patients, efficacy, adverse events
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