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Clinical trial was performed as multi-center open trial in order to evaluate efficacy
(plasma HIV RNA level and CD4 positive cell count), safety and minimum plasma
concentration in steady state of Nevirapine (NVP, BIRG587) in patients with HIV-
1 infection. NVP was administrated for 24 weeks(200mg/day % 2 weeks, 400mg/day
X 22 weeks). In 31 patients enrolled, 18 patients were completed this medication and
13 patients were discontinued (no efficacy : 1, patient's judgement with adverse
event : 1, adverse event : 11).

Plasma HIV RNA level was decreased significantly after administration, showing
2.846 log at 2 weeks from 4.282 log at 0 week and continued nearby detection limit of
400 copies/mL (= 2.6 log)} to 24 weeks. CD4 positive cell count was increased gradu-
ally and significantly after administration, showing mean value of 358.1 cells/mm?
at 24 weeks. From these results, NVP was recognized to have a superior anti HIV-1
reaction in combination with two or more antiretrovirals (nucleoside reverse tran-
scriptase inhibitor, HIV protease inhibitor).

Adverse reaction was shown in 21 cases out of 31 cases (67.7%) and the symptoms
were mainly fever, rash, liver function abnormality. These symptoms were the same
as the foreign data. Minimum plasma concentration in steady state (400 mg/day)
was 5,078.0 = 2,298.2 ng/mL (n = 93), and this value was similar to the foreign
data.

Key words : Nevirapine // BIRG587 / HIV infection /
Non-nucleoside Reverse Transcriptase Inhibitors
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B 51

ERFAZAONENEETCHEEBERM(PA)IZOWT, YA F AHOT AL A(CMV) & R iry
AWAE /AR T SRR R RET L .

0.3% PA(FERIRNE) & BEE 105 TCIDy/mL ¢ CMV(AD169 58k BBR 2 S E/ED 2 4,
RRERIC & o MRERGR(CPE)ORHEXRELA. FO&KE, 30 FHORYEIT 1006
TCIDso/mL % 7R L, FHBREIUEIZA L 1033 TCIDs/mL DOIA 5D & h .

iz, CPEOBRLTTHWAPAB LU CMV {ER#AL S DNA 2L, #H PCR ®H LU
Real-Time PCR 542 & D R ERD PCR B &I L 2. E PCRICHH B A L ATIHIRE
B PCR BT L, 742 bp ¥ A XORETUR T2 30 544K 50%, 2,952 bp 4 4 XORME T
T 10 7202 100%, ThEhlE&SED 6N, Real-Time PCR 235175 CMV BEWTICH L,
1,000 f5 & @ 0.3% PA #{F X ¢85 R, 5 24iC CMV-DNA BEARBRRT2RLA. L
L, AUEE TR 2R T NFS5—I(GA) T, BIEES CMV BEEETL o b
< CMV-DNA BB HEL -,

AEED, PARR GARHANERETCMV ¥/ ABRBERBTREN, TAVAFY /AL T

Vol. 19 no. 4, 2004

AHBESH L EHBEDH LN,

Key words : 3G8fR, 4 FAHOY 4R, $lEHESE, Real-Time PCR

F L &I

AEE(PA), ERABAOBENRBEELL TSV
23— (GA) LEELL EOBEAY - HEDHEFHL
Twakwvwbh, ZOPHRICOVCTGIESR Mz
LENTWS. Lal, PAOBYALASHEETHEL -
WEF A v, B4 2002452 AOHABERT
FLUBWT, PAO—BHHICN T AEREUDESRE
THEELIC, CRFEY AV AHCV)IZOWTOY
A 2GR RBE G ML, 46, RNAY ) A%

VE S AFEF T ERE S RN, PANXEEKESR
KRR

HTBHHCVLIDG, EALDODNA Y/ A ET5Y
AFAFOTANACMVYZERTANLZE L &
HHZ BT 5 CMVIBEAKCES & Tic# 90% 0 AR
e T FERRIE L - TE D, IREI TREENE
Bis <, BRTRENCAEENHRETICSLAEET
DARMBRBPEFRTEIANATHED. CMV iZ g~
MR 4 W ATRHIZE L, envelope & 22 HFigEw®
EXT2FSDNA Y/ LAEZHFL TS, OB
£ 2, MRERATTHETERRSEIINTNEI L,
CMV ¥/ O e ATV BRI NERRARE IS
TWBI b, TANVAY ) ABEER RN+ 55
FELTHYTHD L E L.
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KBTI, CMV 2BWPADY A LAY/ Al
THIHBEY R T 200, HRERSRCPE) Y
HEELUARREOEERE, £ PCR #% ¥ LU Real
Time PCR I L 55 / LATBEHOBH RS, PA
OFRAMZIHEL ZOTHRET 3.

HEEEE

1. {ERXH

AN, ARFEMBAI(PA, 744 Fe6% MR,
HSVIBLIU NS —VBF(GA, AFUNA R
0%, AEHE)RFERALL. ERROARER, ©
ANWZARNEORREELENRE LB LD 02
PA, 03% PAB LU 2% GA LT, BEMHTHCHE
WRREREL /-,

2, ERMER

b M BE R AEISE IR (IMR-90, X H AR ¥ 3L
TBFROERE b 2 b Elic LA, +
rdi, IMR-90 fifait medium (1% A4 — 277 MEM £
W, — o A4 - 7.5% Sodium Bicarbonate Soluticn,
ICN - 1% L-Glutamine, ICN - 10% Fetal Bovine Serum
3846E, ICN) o T 37°C, 5% CO, FTERL #-.
medium 3 3-4 BECETRL, PV IV VER(2Y
EDTA - 25% F U7V, ICN - 25% PBS) THilki#
FHEgtk, HEOmm 7S AF v 7 v —LABMNRL
7=. #OERH confluent ZdRAEICTr - 7o & R ATHEEH
FAMT=2, AUV RARE)T, 5540 5 THERE,
2 fE kMK Sprit Ratio=1: 2 io &\ T, MK rE
RS L2024 RO bOF AV, RERCE, MK
AL 7o IMR-90 Mifles 96 7 2 v A 700/ L —F
1200l ¥25# L, 37°C, 5% CO, F, 10 HRNgEHR
# 0 medium RV I-ARAFERL .

3. HRVANLAKEFORPEME

A 4 WV AKRIZ, CMV @ AD169 E%fra#HL
2. CMV O &% JE 4 5 74, confluent 7
IMR-90 ffa~ CMV %84, 37°C, 5% CO, FT20
AR LR &, RERE LY AL 2R THRED
FEZEDE EEFETOTANVABEEZBRL ChE
CMV R# L7z, T CMV BE¥ % medium T 10
ERIOBMERLITV, By <o —F
@ IMR-90 #IBd~ 200 L 2 8inL 7. 37°C, 5%
CO; T T 20 AMHIEFTE D CMV B E % 105 TCID;,/
mL(1 mL 3729 0 50% ML #REE) & Liz. CMV
AT -80CTICTHEL, RETIHEP I CMV
BEREBRLESIC#EE L.

4. CPEMHRICLZIBAMAEDTRL DNA HH

ERRED 0.2% B LU 0.3% (BRBE—T) E LI
PA & CMV SR (B3 : 105 TCIDss/mL) % % B
Rad/. fFRRMEZ59, 104, 305LLC, &fF

AL 10 ERFAIOBESRRET . &5EFREL
9B =470 — o IMR-90 #1Eg~ 200 4L
FoEmML, 37C, 5% CO, FETIIT5~10 BIE®RE
DCPEDHEREHELA. ¥BLLT, CMVO
medium iZ & 5% ¥ % Positive Control, PA @ medium
i & % #F W % PA Negative Control, medium & A %
Negative Control & L 7-.

F7:, PCREICTHASTIRIC L5 PCR EHOB%
frofcs, CPEOBRETCHVZAFERABICHL
QlAamp DNA Mini kit (Qiagen) # B\, HXHBICRE
WIDNABIBET» 2. ABHABZT-20CIKREL
7z.

CPE ¥z, FEAl L L T Positive Control & K
L, BRRMOFES I URE#HEE, CPE BERS
CMV 435, CPERtERsE CMV RiE{t L LAz, REM
OHFEL, Behrens-Karber 3104 Bvy, s8R L1
RE (i (TCIDso/mL) % LDso (5026 FFER) & L THM
L7z, AR, fERRES 55, 10 3 2wT6m,
VD FICO>WTLAEENTNT- 7. o, PAOXRE
{fEezid, IMR-90 B3 LUF CMV ot LTS8 BT
SWREL$5006% PA(PAERD 10055 F) &
NEERTERL:.

MERER LD 2% GA(RRBE—ENL, GAB X
U CMV fERT @ DNA Mt &, PA EREIC L DT
27,

5. CMV ERERICH L 10 SEFEBE O PA O&R{ER

& ONA HiHy

CMV Bmuicst L 10 5, 100 £%, 1,000 {50 0.3%
PABREBE—®) EY, 54, 104, 305 CERAZL
7o, HERWRICHL 1065, 100 1%, 1,000 % CERPS#
Rk, QlAamp DNA Minj kit(Qiagen) % B\, Ef3L
e DNA 2t L. EBREABET-20CIKFE
LA GALREEBERKLVTVWEREEER 2EY T
- 7.

6. EMPCRZE

Ett PCR Tid, early B{RT % kis 742bp ¥ 4 X
BLU2952Zbp ¥4 XORHBHARICEWTIT-
fz. 742bp H A4 A TOMEHEEKR, PCR primer(5'-
GCGCTTTTCACTGCATTAGGT-3"'%& L tF 5'-AAT-
GTGACTGGACCGGTTCCT-3"), High fdelity PCR
System kit { Applied Biosystems ) % A \», GeneAmp
PCR System 9700 ( Applied Biosystems ) iZ THT » 7=.
cycling conditions {3, 94°C2 4—(94°C 15 ¥, 60°C 30
B, 72C1 5% 30y F)72CTH524C E LA

2952bp ¥4 XOMIBEL L AEIC LY, PCR
primer (5'-CCTGGGAACGCTATGGCTATAAC-3'}
X U 5'-GGGAAGGTGGTCTCTTTCTCTTTT~3"}),
High fidelity PCR System kit i2TfT- 7z. cycling con-
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