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1. RTEENL T7 A4 ' b U A%EE 600mg — ik A pRAEFAZA | o FEhEFHEITE, SEhE ZHH
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BEGBEINF-VRIELE-ER

YL HIV JIEIC LD CD4 BRSNS U T M s B A 7o 0 5 I S B 3 B 2k
WV, O BRE TR O CTRE AR SEGERE (IRIS) MRBL L, ERMERE L CTREYYED
ST (22 —F v AF AR, A MATa A NVREIIE, ~A a7
TUVDATEUL T Ly AEYYE, ~ILRA T A )V AEYIES) Z5| X2
TZENMBENT WD, M TER SN HIV EYEBREEZ SR E Lz 5 DOEKRER
(004, 005, 018, 019 KT 021 R&BR ; 7/LT 77 /L 100~600mg % 1 H 2 [#H5) &
OFEMATICBW T, “EHERYO IRIS ORILIZT VT 7T EARET 7 §1/2,906 N4
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HY . XY A7 15124 TEIZALN D72 (95%CL: 0.28-741), L)L,
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WA C S S ATt Al A B O HIV &G 2 ob 4 & U T2 BRRERBR IZ 35 T RBH A 7
DO EERBE NSRS SN TWD, o, W/ CTEi S 7 HIV B EE 255 &
L7- RS (018 TN 019 &R ; 717 27 Z EJL 400 mg (400 mgx1 &) 1 H 2 [A[#
H] Tix, VT 77 eI 7 T8 ReZ VT eV EHLIZERED Y B, %5 GE
HEZEGT) 2R LI-BEOEEIXITNT 7T EVEET 19.5% (44/226 B) . 77 &R
BT 4.7% (5/106 f5l) T, FUT 7T EABTRENE -7, ZO 5 LIRREEERNE
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Rk ; 70T 77 e 100~600mg % 1 B 2 [\lf5) Off&fETIZES VT, CPK EH O
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L., BWEZRHE LR T — 2 13\ 2o,

AEMEICEAT H3AF - HBROLH -
TAEy b ACEE 600 mg —f%AE e A
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BERHIRT : 2018 47 12 A 1 H~20214F 11 H 30 B (WR7eBA4a25 2018 4511 A 30 H &
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[ S hi 5 DR L]
AARIZBW T, HIV YRR RIEITEBRR SN TE Y | 2T 5 TG RESCAH O
BTG S D HEE BB EL D TRIE D & | HEE AR ERIE A 100 SEBIFREE LAE L, 7 A
T b L A®FE 600mg DBk HIARIERIE A 300 FERF & FHIL 72,
FMETECB L CiE, EIRES 1016 5 THIV EYWIE O TR HSE O RITE 3 AKGE R
OFR CEAL 104 11 A 12 BAP) 1 128V C, HRD LFFAE (A O HIV EY
JEIRPER 2T I8 T 2FAE) ICCEMTDII L ER>TND, TDED,
TA ¥ b L A®SE 600mg (2B L C 1t HRD HFEIFHAIC CTEET 5,
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AAVEERIMER | ZOMEERIC OV CEaIER R 21T 72
PR FGERE « RS HEA N - RET 5729
[ 24 3% 35 5 22 VLB BT B O AT HE S W TEME SN 5 ATREME D & 2 BN DO HEE K
O OB O PR E ]
HiH &R WS, IFTONREEOTEIM Y R 7 EHEHREFEO LE LA1T 9,
B 2 Z RV REOG S 56 T AR OF I DL L EEIZ OV TRE
21T
i B eERFIEEICRT 5, U A7 5E/MEROREBERIZOWTRMNE1T 5,
BUR D RMERFTFEEICRT 5, U A7 5/ MUIEBI O N B IZ OV TR 2
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AL, FHEETFICBIT 570777 E/L 1200mg (600 mgx2 #8) 1 H 1 [0 55
DIEES K OV DA IRICR T 2 2ot B E + 2,
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FEHa M 2018 £ 12 A 1 H~2024 425 H 14 H (MR7eB%A2~5 2018 45 11 H 30 H &%
TOERIZL ha AT F ¢ TITNET D)

T T EIEFIE - FEEHIR I 600 mg SEN G SN ER O S b AR 1
SN RIEFIZ OV THRELEIT I,

SEhi 1% - HRD e [FRFE 6 AER A IS 2N U CHh 5, 8751513 600 mg 273 #
H SN TG RO DO YIZHOWTHERTZOFREZ L e AT 7 ¢ TICHRET 5,
[ FEhi 5 DAL

TA Y N UAYEE 600 mg [T EOFAIRMENERRMEE BRD &l S AT
BRAE OB MESUTIER LT 2 aTREME D 3 2 LB S D aTREEDRN 5 wxwoeybx




B IR O IR RRBR DA R B SN TR Y | ZaMICBET D 1EHIT
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[H#iH & 7225 T ERH L OE DOFRHL]
AAVEERIMER | ZOMEERIC OV CaIER R 21T 72
FBRAERGER R REELER - BEHT 5720
[ Y55 3R S 2 VAR B OfE RIS W TE R S 5 aTRetE D & 5 BN O & K
O DRSO TE HHE]
il LRI, LFTONEZEZOERRL Y A 7 EEETHEO RLE L2179,
B R L BN ETFEEO A S 50 T ARPFHEDFTHNE D FESIZ OV TGS
21T 9,
Bric e R EMEREFERICT 5, VA7 E/MEROKREBERICOWTRHZIT I,
BUR O BRI FIEIC T 5 U R 7 f/IMETEB) O WA ZE B EA IOV TR &

T2,
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5. EERREMERE. AREICET HHE -

A s/MEFTEID—&

5.1

EERREMERFBEO—E

AERDETE RV

BEODEREMTEMEREY

HREHE, SO« A2l SMERERE, LORGERERMHE & @l Sh 2 A EFEFGIES

72 & DN O HERE

- B

EBNOERGTEMEERES

EBMOEESRLME 88 & 7 B IEHIE BB LD =i HMEED
BEREBOAT 7 BEREIEL FEDEH KR ERFEH
TA Y R LAY AR WTHE 72 A SE 5 LRMEEHRERE | & T VERKL B 77
400 mg {56 F Rl A A PRGN (2018 4= 9
HH)

TA b L A%E ITHRTIZ 400 mg BEAS | RRVEEMIMARE | (& T VERL S
400 mg FREMAMME | &5 S, FHEZEO | FEAHER (2018 4£ 9
A INAE 73 AT RE 732 A iE HH)
TA Y b AREE AR FTRE 72 A SE 5] LEMEENERE | i | FEARE
600 mg — A FH Rl A I RE I 53
A
TA Y R LAY FEHRHIZ 600 mg B2 | AMEEMMERE | Eieh | FEARE
600 mg FEEMHEGE | &GS, FAEZEO | HEARGER 53
A IR S AT HE 72 A 0E 5]

* EIRAL D A 7 B ELEHER E LAAT L 0 BA4A

52 BEMMHICET LHRAE - HROFHEC—E

ALY SR | B8 &G LHEHIE B &S e | HEED

E-HBROLEW 7 BRI FE DA KR | ERFER
TA YN LAY | IUERTRE e A E B LRNEEHRERE | & T VERL S 7
400 mg 5 FH picAE A A PR AT G R (2018 459
HHEHD)

T Ay U ACEE | IUERTHE R AE B TR EHMERE | it | FRARE
600 mg — i f F i PR AT R R IR I
A




TAEY ML RACEE | 12 ] LM EWERER | KT VERL S 7
600 mg HLIEMRIEHL G (2019 4 6
RERER (AARNIZEB T HH#H)
% H Wy EhHE)
* IR U A 7 BRI E LLAT L V) Bk
53 YRV RMEETED—E
BED R &RIMEFEE
BRI EEMERLTA N
EBMDY) R &/IMETEE
BMO YR &R/MEFEBIDS BBR&EAED b s
%fr\ FEOBH RIS

L




	トップページ
	1． 医薬品リスク管理計画の概要
	1.1　安全性検討事項
	1.2　有効性に関する検討事項

	2．医薬品安全性監視計画の概要
	3．有効性に関する調査・試験の計画の概要
	4．リスク最小化計画の概要
	5．医薬品安全性監視計画、有効性に関する調査・試験の計画及びリスク最小化計画の一覧
	5.1　医薬品安全性監視計画の一覧
	5.2　有効性に関する調査・試験の計画の一覧
	5.3　リスク最小化計画の一覧




