Fizer

® 3 = = —
FlsmF BRISER, 1502 %, 3002 2
LYRICA® Hard Capsule 75 mg, 150 mg, 300 mg
(Pregabalin)

75 mg HF B 502499555
150 mg 4478 28 #ir 5 % 024996 5%
300 mg #5F BE i 50249975

1 EFELE

HB IR B AT EE g S PIT 5 A 0 A AR PR R

AR R AD R

PSRRI 64 B 36

454 ML/ (fibromyalgia)

BRUAR G P 5] A by i 2 MR

2 iER=E

A ERBARSER

Ok LR K o TR R HER

420k R FILYRICABY » JE VA b — 38 65 05 Bl 3% 0 R & o

2.1 HEPRIBEIE IS FE S [RER SRR

H A DUBR BT 75 4 %60 mL/mind £ 49 &% » LYRICA#) % & 2 3 # % 2150 mg
R R X100 mg i R =R (300 mg/ R)  JEHTS mgdE R R X50 mgH R =k
(150 mg/ R) Bl 44 4528 » ARAFH s Aw At 20 T 2 — B Z W A% ) 3% An ]300 mg/ K o
LYRICA £ 24 & B bk » b AT B B2 RALH F(LEE
FAE(2.6)]°

LYRICA & 4, /2600 mg/ K #9 il & T WG 5 » AL R A 45 B8 = 1 1B /il & A4
BN BAE NG > BAHBAR TR ZELRE - dAF ARG RR
J& > ORI AR 8300 me/ X 49 6 k[ AR RRE®B.1)]

2.2 Bk R R

H A IUER BT 7 4 560 mL/minyt k&9 B % » LYRICA 89 # 3% 7 8 £75-150 mg
R =R R50-100 mgH K =% (150-300 mg/ K)  E# 75 mgH K =% %50 mg
H R Z 2150 mg/ R) P46 b 3 » BRIFS S A AT 2T 2 — A AR F 38 o 5
300 mg/ R o LYRICA £ %48 th B i HErk » 18 b A 75 B o) 48 R 69 B % JR o8 %
HE[LREAE(2.6)]

300 mg/ K 76 e 2-438 Z A5 A% 88 % R 0 f BLAkAT 2 LYRICA#) &4 » TR
%3£300 mgH K =k $200 mg4: K =R (600 mg/ K )& &6 o iR EAa b
AR RBJE » f BLR R BB AT G R 69 Pl 32 % 0 BT AAZ @300 mg/ R 49 Fl &
JEAR G A0 A Bk Pdm BLAR R % BR300 mgZ H| ey BF R o [AARKIE
(6.1)]

2.3 A\ SR Ema A

¥ CETLYRICA £ 150-600 mg/ X 89 7| & T A= A A B 3R 1 B4 69 4 2K i Bh 3%
He o BB HBAFRANS = REZRLHE o LYRICAK Rt R R $ 4 ST
BB A M o —AEFAT FH 150 mg/ X (75 mgH R =R 50 mgH R = K)4y
A B KE F M o B E T URIEAR R B 69 BB S AT 2 36 e 3] 600 mg/ K 89 5%
BEE -

LYRICA £ &4 by BBk ik » B A A B o) s8R 09 B 4 R A 2 [ LRZER
£(2.6)]

# AR XA R AR F 093k L HLYRICART 2 M 893 % o

¥ R VA B BT 3746 JE 2 IR T gabapentinZ_ & & » R A LYRICA# sk » H sk
T AE R4 fgabapentinif ] BFLYRICA &9 ] & 2 3% o

2.4 SR

LYRICA R 75 i 7 45 4 DUJR B 69 3385 & B 3002450 5./ R o B4b B JE Su4%
TT5E R FERMR(S50E /R FF o AR ZHRLE » THALIEAAH
FERZHEISOERFERRKRGOOE /K)o % EH £300E 5/ R H T T AL
TRP A GHAE  THAFE—FTRZHEDSEAFERRRAS0E R/ K) © 3
ALYRICAAL & VA600 fi/ & 04 Fil & AT BB » A2 36 BALFTHIE A R A & T
RGBS > MEF LR BRI ZA TOERN c BAALTREERLA
FFAA BIbE o B ok i R AR SRAE A AR50 E %/ K 09 F Bk B AR RKRES.1)]
W ALYRICA £ %% & o B 69 Beow AE Mk A 2k » BSb B H o aB ey 84
JeRSER ZLAZAZE(2.6)]

2.5 BEEIESFRS BRI 4R

LYRICA A #74 # B-Ra48 455 BT 5] Zad b Bk 0 09 /3Rl 2 5 150 26002 52/ K ©
AR R R RTSELHERRRS0E H/R) o AR MR LM E  TAE
M F B[ E150% 4 KRKRGO0E AL/K) « #1502 L8 KRR EHF
G2 E3IHE R AL B AR KRR > BAL T A2 LYRICAZ AR A 9 &
F o TSR A E A0 Bk 53008 5L KRR [ LERRIFZE] o wAALYRICA £ %
A h HREAE R B E AR e B R A 2 LREREQ26)]
2.6 BINBERZBE

WA FA R B R JE > AALYRICA Z 3248 oy B PEre o BT AR 25 B 2h ik
ARG B H R E o BT R EF EARVEIUEET ik F(CLen) A E A £ »
Yo R IPT & o A% EME A &K 2 &4 CLer#y 5 3Ha(:AmL/min & $4%) o CLer
(mL/min) T #] il Cockcroft & Gault/A R # fo 7 MLEL B (mg/dL) 5f i :

140- ight (k,
Ly [ 140-age (vears) | x weight (k)

- (x 0.85 for female patients)
72 x serum creatinine (mg/dL)

Zth o BMAERERAEE AT —EETEDEREL(CLer kbR F
60 ml/min) 4 B 2R E - REAR B R — R AN HE BRI A A (b
SEE H o A9 B F (CLer K243, % 760 ml/min) H 45 4% A Lyrica sk 76 % % K a7
#AP IR > L4 B A Z B 150 sLpregabalin » Ak » CLer 50 7H/ 448 X
DAty B ERAERBR BTSEE By =R KMA) -

hAE S f g B AT 8 Bk o pregabalinty 4 B | & JEARIEH 2 e A A o [
THREED R EZI  HFRMAAN LR EN SR I B LIS T —RH A
HELR °

F1 {RIBETHAESAE Pregabalinfil £

ALESET (CLcr) Pregabalin & B#EEI£ &
(mL/min) (mg/X)*
>60 150 300 450 600 BID #, TID
30-60 75 150 225 300 BID #, TID
15-30 25-50 75 100-150 150 QD = BID
<15 25 25-50 | 50-75 75 QD
Ao iR AT Z A A F (mg)”

225 mg QDX &% 1 AJN25 mg R 50 mghy 4h L &
% 25-50mg QDZ B F 1 IR 50 mgR 75 mgty A A &
$%50-75 mg QDZ &4 : JR 75 mgH 100 mgtyi# 7 &

%75 mg QDX E# 1 IRJN 100 mg 3,150 mgty4# 7 H &

TID=#4 X=X :BID=#%X=k :QD=#%X—K

*fE B AR F(mg/ R)FEIRAR R4S R 09 5 B OR > RAEAR A (mg/ k)
EEX RS DT R

SHEIREESE

Wk Al 0 75 mg ~ 150 mg#2300 mg [ REEMIEEI(11) ~ BLE/FETFIERIE(16)] -
4B

LYRICAZ AR E f¥tpregabalinsli 4 & H i {EFI B 5 BHINEE - EHER
pregabalinf95E & 5 4 M & it K IERBHARS -

5EENEIREE

5.1 ME4EKAE
IH#EEBEELYRICALE M MR AE AR R £ h EMKIENRE -
$FBIRVAERR BLIEREM ~ vE (T - BHLTER) MBI (HER)IERR - BB RRES
MMEMKEEE TR ZEMEERZABRNRE - SESHEELER » B
BN L fFEFALYRICA

ESLYRICAK BSR4 M E KB BE SR © 1bsl - BERBRAE
fth T 8 H 51 E M B MK BB B ZEH) (15040 M B UL e SR 83 LB I BI[ACEHDHIEI])
B B4 mE MR EBSIGH o

5.2 B8

EEEEMBEALYRICAAERETAERE BN LHERE - TRRER
FERBERA - BAGH ~ BRE - BE ~ WTREER RS - BEEEELER
FESZEMZ LEfEFILYRICA ©

5.3 EAMEEHEEY(AEDS)

WMEFTEAEDs—fi% - LYRICAELUZERBER A RIEEE - GRS A MR
SEREMNA TR R ERIE - ZEE{EALYRICA - FELLE D —BRYBERIZ B
B

5.4 BRITRHEBREE

HREMZE4(AEDs) » BIELYRICA @ B S8 At EE AR A EREEZ S
HHIHBREEN B RITANER o $HE B EAAEDARIAERENSE -
HEERETHRBEE  BRAES - BRNSERTH ~ R (EH)IE#S
TREFNESNER -

SHEM99TEHZ 11T FIAEDs R i EI LT BRI BR PR S B (B — S e R R dBh A
BFTETNR S SMEETR » EREHSERESH—TBAEDAENEE T » 1
R B ETES B RIT AN AT RS, BRERREE ZBENREIEE
FBEEFEE1.8 1 95% Cl : 1.2,2.7)  EEHAE (R AR A128)8ER » &
27,863 HZAEDAENEE T > HIRARTALARSENGETRERS
0.43% - 216,029 A R E A FEIEE 2 B ER0.24%EE; » RRES30ML
B2 ARNEETE MG E—E LR B RIT AN E R SENRE - EELR
B > BSBEYPARNEETAEERRG - FHARREARNEBENEEM
BRG] BHMEGIEAD » FEitEEEEEMEANEYE A RRIAZEE
ROHEER ©

HIR B % SIES BRITAZ REA S IR R T e ERAE FAEDSABE— B2 %
RiREE IR > MAEAEMEBRE —EREER - ARNEES AT
2 RERRYE TR RSB ERR AR E243E » L AT AR B 24 2 A IR
B EEN B RITRNER

HAMNBBEERE - LIRERTESERITRNEAIRESEEY PEEE—
o EEEEBEFIT R ZAEDs B, & IEBIESE - FT 2 IRESH S BT
FiE ALUARE B EEENAEDSE & (EREEFEAME o R ATRIERFRAEES -
SEFER S E E EH(5-1005%) L IR PBRENIZE R -

R2FTR B 17514 2 F5 AEDsTE & 185E FEME o VB R S ERARET ARG o

R2 EERESA P ERNEHEYAET B EEERA R

TEETE REIEIE Y aREE LEES T RIGER :
F10002BEF H1000&2EE W AEASHEH HWaEE
MEHROIE PHOSHROIE RER/ZEE S10008EE
FASEHRER  REEIMEME
SRS
] 1.0 34 35 2.4
FETHIR 57 8.5 1.5 2.9
HE 1.0 1.8 1.9 0.9
8t 2.4 4.3 1.8 1.9

HEREHAERRRET - B ERSEN AR T ANEHERES N BWRRE
EERNERRAE - B AR AREMIFIEE AR E 2550 BB BT ReE
HE -

EEEE A LYRICAS T H'© AEDEY A #B:4A#§ HIR B 7% &8sk B i T RHE
BEFERARNABRA RS IE—BE R - Bl 2 LT ERAEDSARN
ERAGHESIRHETHERERT » bEASHRARSHERERTANER
B o NREABRIBLIRERNSEETE  EHBMEERSTEELIRE
LeEIR 2T AR FTE AR/ ER o

EEMBEE - BEERERA » Lyricall EfttAEDsEA S IR B SER B
THRNER  LEEHHEMA—EEIEETLRSVENEIER - BE8E
BEHRZ - HABHSRTREFSWENRSE - FEHBREBNSE 175
s BRI - MRHIRS AEOMNITE  BLERERREASER -

5.5 Ei&KEE
LYRICAJARR AT AE S 5| L EB7KIE &t EIERAR LIRH B O M B8 M &

RIEE TR ARG - EEKRERO M S H BE RN S B it
RiB) 28 E FRRERRREM - FIE KIEM R EFER 4 A E BT B Th
B LAY ER ot -

EHBMERRRET - BBKIENRERLYRICAHRZ6%  REEIHER2% - &
HERMERFRFER S © LYRICAHEH0.5%EE * REEIEH0.2%EERE B REEK
FEEHHES o

f# FALYRICAEthiazolidinedione iR iR ZEMINVEE - H B LRSS NS EEK
FERVSERLEBIRAE P —EEYNEERS - EHREREMERES > A
thiazolidinedione /iR RZEMRIBE K 2 2 2 INFER KBS ISR E S| s
HERERRMERES - EEERED - H3% (2/60)8 I5{E Athiazolidinedione
MFERREEYIRIEE 8% (69/859) B H{EFALYRICARIEE » LUK 19% (23/120)
i FILYRICAEithiazolidinedione i #E iR iR EZEMRI B & B IR A EKIE - R -
0% (0/60) & JB{E AthiazolidinedioneN FE R WEEHIEE » 4% (35/859)E 15
{EFALYRICARIEE * LUK 7.5% (9/120)f FALYRICAEthiazolidinedionei #E
RIBEEYINEE BREEE M -

& Hthiazolidinedione B ¥R BZEY 7] A 5| REBE B 1E N K /o5 R BE T - thiF
EMEREFOTS » FIELYRICABL I XFZE YY) [ RS BERSRE/ iy ©

E B ORIIEE B RO BB S (NYHA) S E =R B mREI T D
RIBEEEHER - ALLYRICAEEANELSEE -

5.6 EEER LR

LYRICATTHEE 5| #EEE S EIMERE - FE S ANBELYRICAFTS| fEAYEE = ELRE BE o] 4E
EEEAEENERSNIREERE TENENZBIREBEBEAM(17.5)]
TELYRICAEBEMEREEF » LYRICAREIEG30%EE » REEIEE8%EEE
BEISEE ; LYRICAFEEE23%EE » KEEIHEE8%EE CFERIREE - B8
SREREEE BAEEMBLYRICAAEETA » MEAESHIERBEERES -
SEEIEME L REENEHHBMHABNTRRE(E4%) - 1iEHIH Rt
BRMELETRRENLYRICAARBEEE T » B30%EEEERE—XEIED
HHEEE > 122%BEEEIRE—XEIBDHIFENERE -

5.7 BEEIZNN

LYRICAAE S HEEE LI - ERE14BMILYRICAL RRIEEEFRER » LYRICA
SAEEEI%EE  REEIEE2%EEHRENMBBEEBETRIU L - LERS
LYRICAAERITEE (0.3%) A RESEIGHNR H AR MEES - LYRICAERERIBESE
WinEERSMREHEER - EOITEEZEBMI - MBIk FELHER - B2EHM
TRABKENEE[(REZERETEEIR(5.5)

B S 10 AN AL IS HR BRI AR B o SR f BBER PR L B E Y M EEEME 5 B 2LYRICA
5| EEREE MM REIO BB HARHN ©

GERERREBEE D » BILYRICAAENEEEETHHEM.6 kg (BE : -16
ZE16 kg) ' RRIBHEBERLE FHIENN0.3 kg (BEE : -10FE9 kg) ° £3332IEZ
LYRICABREZE D 2FRIMERFBEE T - BETFIHHM5.2 kg ©

HEFALYRICAS| #E 2 BE E 18 N3 M ME IR I 9B E i RAS R M AT » (BEHIHR
1 ERE R EARIBARUEAZ S ER RS ER TP - LYRICAA BRI K& AL I AE K K 1% (F
JAIEHbA«cEH) ©

5.8 RATIREELE

RABIEEALYRICAZ TS » BLEBEERESHIRAEKRE B0 - BEBE £
g ~ ZAREBEER o LYRICAEL Z L — RN MEHRHE - MIERRE
5.9 BIEEOIAEE

TELYRICAIZEBR R BT EREN R BB MM S - ERETRRIEN/NE IR
B & PR R A RIS B IEFERRSIEE(13.1)] - BIERRAEEREE T o
FELYRICA L s i B 5 HARIRVER PR 1S BR it B E IRV 5 S5 SR ET HL 51 38 A XERE TS
Ry BT REME o
ERESXSREEHNERATE P (BEERNN125EEE R ENI636HAE) »
572 BELRFEENFEENERBELZHE - ARTAEEREZLYRICA
CAERELURENE SRAERBERER > FIUSEAMEEE LR RRNRE
RETZIABITE -

5.10 HAREEAYES

EHBEERET » BILYRICAAERNEE BHMRDERMAILL6I(7%) b2 %
RELAEE(2%)5 » EEFERERDIROISRES BEREMHERX - TE1%H
BEERNEREG(EEERNIEM)ELLYRICAEE

HiBiE3600% E&E ETARMET ENIREHEE - BIERIGE - EXTHREGSE -
BEMREGE - AAELEED » 7%EZLYRICAAENEE H5%EI REE
AENEEARNFEENIRS ; 13%EZLYRICAAEAEER12%EZ REHE
SAENEETRTEEIL ; 2%EZLYRICAAENEE % E SRR AENE
HREREES®E -

MR LR BRANEREETE  MESMEEMRRHRESL > EEM
BERT o METRAIERE - MEEBREE—SNTE - HRCETHE AR
HRRREE - FEXE R E IRV -

5.11 MBS HESF S

LYRICAAEE (£ FEAEL B ES (creatine kinase) & o AlESBES R EBETIR X
BT - HZLYRICAAENES 260 UL - BIREBEABRNEER
28 UL - EFTE RIS BB E SRR D - H1.5%BZLYRICAEER
BEME0.7%EZRBEENEENEYEEES 2 ERE LRAYIME - L
RIEEFRAER T » E=RIEZLYRICAABNZ HE R L AR BEMAARY
B o EENFBELYRICAZENRERSATZER RAELEAEESE
BB RELEHNETF - RAEMEEEEELRERTHARROIAERS
BESAAZS 0 £HZMEE L AAERE S S RIEEZ - R
ERSERAIAN - SN RANESHESEREEAS & BIEELELYRICASHE
H7AA0081208F%2 : 7£HAA0081208M %2 » BREREALEL S ES (creatine kinase)
AEHIRG » A S BpregabaliniB4.0% (n=250) vs ZE34H0.4% (n=248) °
5.12 M/t BLE A

LYRICAAEE R M/ MRETEUR S - HFZLYRICAGERIZHE M/ WRETE
FHRSEE20X10% pL - MESLEENEEFHRSHEEI1X107 Lo
EHBEABREERES 5 2%XBEEEEE3% LYRICALEEEES
AREERERK FEENL/MRRD » HEBHILEREE20% > MEER
150X 10% pL - B—RESLYRICAABHEE R EBENM /MR E - M
IMEETEMER20 X 10 p L o 7EREHSEIERENES » LYRICANG R f:KEH MABRE
TRIRFERM °

5.13 PR BHIEER

LYRICASAEEE (£FEPREHIER - SRR RN O EBEEFIFET » ELYRICA
BRI B AR S Z 7300 mg/KE + FHIPRRIEAENN3Z-6 msec © iEEFHEMLZE
B MR ELEREE T HIHAT ZHEH0 : PREGE RIS AN AHA S 2 174 25%H9 A B -
JAEHIBIPRAR200 mseclIZHEB ALt ' —ES=EREEESMAENTR
RERS -

RBFEBENAT » EEBPREMERNEEN EERAR S ERPREH
BYNEBEES » HRBRPREMERNEEIGH o 74T - RAESLEEEIN
ABIBMR » FILGEESERETHEE ©

6 TRRME

6.1 BRFRARASER

EBEERRREETAMEHELEX - FIE—BERNEFRABHEZINTR
RFELLRTEETE B— B REEF AT RN LR ERILE > haseRm
THERERR B AR o

TELYRICA L RIRIEE AR » 510,000 2 B EEFTERIEREEEHAVEEY
HIFH AR R EE T IEZLYRICA © $155000% B& 4E6E B LU L - 8831008
BEABE—EU L - BiB14002BE FLAE2E o

T _L BRI # AB B i 5 o R i B F BRI T R R E
EREEMEEEHN LHEBERES - H14%EZLYRICAARNESH
T%EZRHERBENESERATRRER LA - ZELYRICAKEE @ &
HEREENTRRIEZER (4%)HEEHE(4%) - REEHEE1%NEERAEE
25 ) PIM%IBERE BIEEFZE - AENREER - HMELYRICAAREE
B ENES REHBHABENT R REREE KR (ataxia) » BHEEL - BH
|5 BEERE - WAOEM - BIAEREERKEE1%) o

TEATE L b BIRg 2T BRI EG G P R R T RIRIE

EREMEBEHN LHEEYRES - BILYRICAAEELLZZREE
SAEREREAMES  vEME - O&  JKEE - TROIEH - BEENME TEEEE,
(FERFENAEBHEE)FFTRRE(KNEFNS%ME R ELBEE LR

HeEpy265) -
IR PR S TS 5 R T AT I PR T B R 1 5B
BHEEHTRIE

T E ENER R R SRS WS R B BENERRED - Bo%EZ

LYRICAA BB E 4% ESLRBEABRNEER AT RN ER R AE -

TELYRICAAEM » REERFENT R RIE BT (3%)HMERE(2%) ° 1882

T ZEERE L M%NEEE SR AR AE - HMELYRICASE

MALREEAREENBERERABNEEERBES - BWHRELHEREZEK

g - BEE4XNSE1%EERERE -

BEENTRRIE

RIFIEERRE SLYRICAKEEME P » KA ER1 %R H EAEWSHRES R

THEERNBEMRENEBTIRKE - FHER - SLETRRELYRICA

HANBERIEZBBEERS - XZHEERRSERZpregabalin’&ENEETE

ZRE TEE, % THE, TRRE -

R3 EHERBEEW SRS EMESHEBNEBYRES - REEFREEME
BARRENZERELE1% LYRICAABEEERS  MAELHER
F LLYRICAHIL ZR B Z IS M)

AT
=K
FEEEL
fiiiR %
HEAEE
BEaE
LHRER
‘B
FERAR
P % )
HHEE
woEmt 3 1
REER 1 0
* PGB : pregabalin
TBEERTERMET LB NESEMNS4ITHER - EthaEmRmeg
EEFEEMNEHLUR BEER -

TR AR BIEEHES THH,

BAER S| B 2 E RIS BRI EE

BHEZEHITRRIE

EEHETEARES 5 RSB B EFTMAIER R EE T » F14%EZLYRICAAE

HEERT%ESRMEAENEERARTRRERRRILEAE - ZELYRICAM

i RESBEENTRKIEZHE(4%)MIEHE3%) - HRZT » AE1%

MR B EEEE R RS MR ER ISR - HENZEERE » HELYRICA

SAREREEREEREBBEHEBNTRRESREWREL(2%) » UREEK

IE » RE5ES  EEKRPMLEERE(R1%) ©

REEHTRIRE

RAGIHELR S FLYRICARESHE h KRS £ M %k Z 5| 2 THiSRHIES

FIRANEBTRRE  RETH » EETRREZLYRICAKESHENREER

HERRERERE o ot IRFREBHE600 mg/RKAERY R &R REEESH

Zf% » EMEERTELYRICAHEIIR AR RBES » himAZSH - KAZEE

ERPR R E5 1% Fpregabalin ABMNEE B BE 8€E, & "HE, TRIRE -

s - B12.4%%Z pregabalin’A 9. 0% EZ L HBNEEE I RE—ERBE

TRIRIE » H8%%ZpregabalinfaEAIEE H4.3% R ZBEARNEEED

BE—AEARBHRBETRRIE -

R4 ERAIREZ WS RIEEHRES » REEREEHRNTRRERZE
E(EPE1% LYRICALEEEBERE » MEELEHF ELYRICAELLR
BEEZEH)

BBE%R#%- 75mg/d 150 mg/d 300 mg/d 600 mg/d FrBEPGB* ZEIE

oW a2 00200

S, L0000 =_2N=-N
Ao aaapwWNhNMNON
S NWONWNNWARAO
S A aaNNNNWWD

(=Nl NN i

w
o
N
N
N
-

w
o

4 2
1 0

-
-

wIBMAB  [N=84] [N=302] [N=312] [N=154] [N=852] [N=398]
% % % % % %
25
220 14 8 6 3 7 4
GERE 5 9 5 8 7 5
&E 5 4 5 5 5 4
BIMEE 4 3 3 5 3 2
RITHRE 1 2 2 1 2 1
FEIREE
EEEKE 0 2 1 3 2 1
SHIERIE
m)=3 7 7 6 15 8 3
fEfl 4 5 5 5 5 2
BR&R 2 1 2 3 2 1
@t 1 1 3 3 2 1
RSB ER
&Ik EE 0 8 16 16 12 4
BEEEM 1 2 5 7 4 0
7kiE 0 1 2 6 2 1
MAEERME
i[K:: 9] 1 1 1 1 1 0
ISR
EE 11 18 31 37 26 9
RERE 8 12 18 25 16 5
BN 1 2 5 9 5 1
LHEEE 0 2 4 8 4 1
FETHIREL 1 2 3 7 3 0
Bz 0 2 1 6 2 2
W EArEE 2 2 1 3 2 0
= 0 1 1 4 2 0
ErEEmR 0 0 1 3 1 0
B2 EN
TRER 0 1 1 3 1 1
HHEE
palt g 1 5 5 9 5 3
& 0 2 2 4 2 0
HEEE 0 1 2 5 2 0
AR B Bt 0 1 1 2 1 0
PTER
REEE 0 1 1 2 1 0

* PGB : pregabalin
TEE£ERITEhEET B NRSEHMNS4RER  EhaEnaRmg
REMBETRNESHURBEERE -

THEEEARE  EIEENES THR,

kA BEBEERAIERBh 4 5 (Add-on) i ER

BEIFEIT RIE

ERMAEMREERARRED » 15%FEZLYRICAAENEE H6%EBEZLHEE

BENEEAATRRERERILARE - ZZLYRICAKER » REEREENT

RIRFEZTAE(6%) ~ EENKFE(4%)HMERE(3%) ° B Z T » ELBH2BIE

DM %I REEHEEER AR o HEHEL 1% LYRICAAEERHHAES

B#ELYRICAAEARERERERBEEZREULNERARSEN &

R~ IRAOER  BERE EO - B KR 5% - BWEEL(BE2%HE

D EEREHEE)

RERITRRE

KRSFIEFBEREEEL 2% LYRICAHEEZENEIZHEFEAT R RIE - BI=4EEIRY

EFERTE600 mg/REISHENF R R ERERERBEREE150 mg/REIEHE

P2 2% o TS » B758RBEZLYRICARIE B H204Z B2 RBEINE

AERIE12E - AREE LRSS —E=EHMNENEY(AED) » FiAA ]

BERE THARREREHEMNLYRICAHIZKLYRICAFIEHAEDH A - KZ#

KRB Zpregabalin ABMNEBEES RE "EKE, 5 "HE, TRRE -

R5 ERA RSP EEM R EE#B AR EBMRAEED » RERKE B ML IR MAE S
HBAZTARRENZER(ZELE2% LYRICAAEASERSE  MAHE
600 mg/RE|EHAY R AR F D L R B EIHHE 150 mg/RE| 2402 H2%H)

TRRESM)
SRERE- 150 mg/d 300 mg/d 600 mg/d FrEPGB* ZEHI
MRS FEY [N=185] [N=90] [N=395] [N=670] [N=294]
% % % % %
25
BIMEE 7 1 10 9 5
E& 3 2 5 4 3
HIERR
BRI 2 3 6 5 1
[m]:77 1 2 6 4 1
Efi 1 1 7 4 2
RSB ER
BEE N 5 7 16 12 1
PRI 3 3 6 5 2
ISR
EE 18 31 38 32 1
RERE 11 18 28 22 1
BNk 6 10 20 15 4
=i 3 7 11 8 4
By 4 8 9 8 2
2 3 2 6 5 2
ErElEm 1 2 7 5 1
R PR 1 3 6 4 1
LHREE 1 3 5 4 0
iiiti) 0 4 5 4 1
FETHIEEL 1 2 5 4 2
AN pEEE T 1 0 4 2 0
(myoclonus)
HHEE
T8 FAE kS 5 8 12 10 4
i) 5 7 12 9 4
HEEE 3 1 5 4 1

* PGB : pregabalin

T BERFEFIE 12250 moBI BAUEE

P EERRITHNET B HRSERNSEEFTER - Bt aEREMmS
EEMEAMANSE4UREEEE -

SHRER A RS » EHEMINES "5

b 7.3 R SE S il e ey

EHRFZEGTRIE

TEST AR BB E PETTRYERARS5ET » & Apregabalin (150 - 600 5/X)/4

BHBER19%ERETRREMRBRFLAE  EERARHBEISGRNBEF

(3%) o HHERZ T » ERARHEAENEE RGP M1% R BEKERERER HH

B o HE BRI EE H fpregabalin’a il 2 B A SERE ML BRI R

R BIEREHE © 5578 ~ FHELHA - URBESEHEN - EETRRESER1%ERN

BEBRHHE -

REEHTRKRE

FK6FIH T 7E " FiGpregabalin, SAEMERMEMALEEE b H ARNHFMN2%E9

B4 AREXENLPEEVAETRREFERZLERR) - KSHER

RGP iR Zpregabalin BB ERAE "EE, 5 THE WTARRE -

K6 TEAHEAN RV RS T - FUARBRIEIRZ TR REN R ER(EFRS
EZLYRICAAEZEETEEL2%IARE » BEFEpregabaliniafi
H Pz BE AR N R AEESEH)

BHEER#A 150mg/d 300 mg/d 450 mg/d 600 mg/d FiE PGB* ZEIH|
-RFEAEE  [N=132] [N=502] [N=505] [N=378] [N=1517]" [N=505]
% % % % % %
BAHEAEERR
e 2 2 2 1 2 0
AR RS PR
TREMER 8 7 7 12 8 1
B 5 fEnt
mE3 7 6 9 9 8 2
& 4 4 7 10 7 2
@t 2 3 3 2 3 2
BRE 1 1 2 2 2 1
BERR 2 2 2 2 2 1
— R PR B BE SR L
A 5 7 6 8 7 4
AgIkEE 5 5 6 9 6 2
ik 2 1 1 2 2 1
BEEE 1 3 2 2 2 0
IKBE 1 2 1 2 2 1
brifind 1 2 1 2 2 0
B 4 5 7 5 5 4
BE
BEEIEM 8 10 10 14 1 2
RSB ER
RRRIEM 4 3 5 7 5 1
BEEE 2 3 3 2 2 1
B B ER RIS R R PR
RGNS 4 3 3 6 4 2
i NSty 2 4 4 4 4 2
iG] 2 3 4 3 3 3
TSR
7 23 31 43 45 38 9
RERE 13 18 22 22 20 4
EERE 11 12 14 10 12 12
ERREL 4 4 6 6 5 1
kR 2 3 6 9 5 0
SCIERR 1 3 4 4 3 0
HEEE 2 1 2 2 2 1
BEAR 2 2 3 2 2 1
EhE 2 2 1 2 2 0
B 0 1 3 2 2 0
FETE R
fRiRIE#E 2 5 6 7 6 1
BRRE 0 2 3 4 3 0
R 2 2 2 2 2 1
REFH R 1 0 2 1 2 0
28 2 2 2 2 2 2
NEOR; ~ ffa R ER 44 AR PR R
TRz % 2 1 3 3 2 2

* PGB : pregabalin

BREIRG TS 2 SR R B BRI 72

BHAZEELIT RIIE

EETHE SR G5 | RIS E R 2 BEPEITRIERREEEF + /£ M pregabalin

AENBET13%RARETRREMRRELAE  EERAREEIAENES

thHIE10% o fEpregabalin;&Eil T » REEREENT R R ESHEE(3%)HK

[E(2%) - HHEZ T » ERAREEAEEE I8 A D rEMEEKIET R & 55 o

HeSsREHE B fEpregabalin’a Bl 2 F A SERSR LB EENER B E

EHETE AR o EETRRES ERTE2%AEE R EHES

RERKTRRE

K75 T EHBERER T AN ERN2%RAEEREMS | BMSHERBEZE

ERENETRRETEEEZEERR) - XZBIEERAKHEE % SZpregabalin

AENEERETRREZESBERER "&E, o "PE, NTRKE -

R7. EEEBEMEE 2SR BIE BT » FUAERIREIRZTR
REMNBEER(EMBRIZILYRICAEEZEENREEREL B2% B
TEFiB pregabaliny& B F R EERE S N LB BAEHENSEH)

BBEZR&E- 75mg/X 150 mg/X 300 mg/X 600 mg/k FiEPGB* ZEIHE|

wIBAR  [N=77] [N=212] [N=321] [N=369] [N=979] [N=459]
% % % % % %
25
REED 4 2 4 7 5 2
BIMEE 5 2 2 6 4 3
iG] 0 2 1 2 2 0
% 4 1 1 2 2 1
EEEIKEE 0 1 1 2 1 0
SHIEREE
=)= 3 2 5 7 5 1
B 0 2 4 6 4 2
RE 3 0 2 3 2 1
RS EEER
FAEIKEE 4 6 9 12 9 2
BEEEM 0 4 4 6 4 0
7kiE 0 2 4 2 2 0
{EC I ¥ 1 3 2 1 2 1
EE 8 9 23 29 21 5
RERE 4 6 13 16 12 3

ETERT PGB* (N=182) ZRITE|(N=174)
-whS A B | % %
BAEAEER

e | 27 [ 1.1
RIS R

i B A | 6.6 | 1.1
B mEER

[ 11.0 2.9
& 8.2 5.7
BB 4.9 4.0
&t 2.7 1.1
— P R IS R R (T

T 11.0 4.0
BEKIE 10.4 5.2
7KhE 8.2

=& 3.3

T ES

SIF % [ 8.2 [ 4.6
BE

EER [ 3.3 [ 11
M NEREREEEAS | 2.7 | 0
AP B BE B At i R R ik

MAESEAN 4.9 1.7
MR E 1S 3.3 2.3
SHERER 2.7 1.1
B 2.2 1.7
RABRRERR 2.2 0
TS R RE R

[ 35.7 11.5
B 20.9 6.9
AENERE 3.8 0
SRR AR 3.3 1.1
REEE 2.2 0.6
FETH iR

KHE | 3.8 [ 2.9
fRiRIE 4 | 2.2 | 0.6
BhRAR ERER

R&EE [ 2.7 [ 1.1
FEEE T EEER

1BE [ 2.7 | 1.1
ME R

= M [ 2.2 | 1.1
{E 1 [BR | 2.2 [ 0

* PGB : Pregabalin

ELYRICAER R SRR B Z R I E T R R E

LRSI AERAR A EERE ZLYRICAA BN EE BRNRBRREEMH
RZHFRZABEARKE - HP A BECE LRGSR E(HE A5
B4 MESRIGRA XSS - REESEEHREENSH - LRRBHE—
NEEBREEGREEEREASEH o
EEBHRFERESE ) GUREEFEANSINIIL » TRENT : BRE
ELFIN00FBERE XU LT RRIE ; TE RIERER1/100E1/1000EE
HMARRIE ; ZRIELH11000EERENTRIRIE - EEXEBRREZRMHIIT
REMATEERIESERARA -

25 -8R EE - BBRE - BE; TER (IRE - BEAEX - EE-F
B SEEDENE - FEERE C BAE  ABMRE  FR MR RRE
Bk ~ AEFRE ~ SRRRE - BEEE « IRIERIEEESH « AR

DMERR - FER | FHORFIRE « ORI - EMER - BEMHEDER 7]
WBEMERER - B R | ST HETH  OEHEED

HIERE - BR : Bk - %8N, FER - BREX -BERFR BBX B
WREEE - REK - B~ BT - BEAE - ORISR - RS - BfSHm
FoKkEE; 2R OEMO/A% - REEE - TRRE

MREHERS - BR - BB FER : 810 - BFELnEkEm - EnsRE
Bin - AmKES - QmEEL « RERR « IR s BR  BEEgE
M~ KTMERIEZAE © EEMESE R ~ KBHAE ~ M/ RIS S E
RBEEERER - ZR - EEN2RE « RELERRE

A EERE - R - e - BREEE -« B - LESH S TR © BIER ;
FR HERETR - 25

TSR - BR 1 £IE - AIBREE - ALERSEE ~ MEIRE « HRRE « RER
=l BEEE B HiE; TER  EENS - BWHE - WiER
S RERE - NAEERE - TR 18 - 1R - BEB - BBk
SEENHERETUE ~ EENHEAEIRR ~ AR IGB55 © MERRIGIN ~ ALPEEE « TRASHE
R pRE ~ NEEEIREE © EERIEEE (cogwheel rigidity) ~ B ~ B~ =48
B ETCHAEIERT « SEBIRE ~ ISR  BETR © MEBEIMSEIREE ~ Guillain-
Barré syndrome « 8 ES « BIASME « IRAERFE - RRERFE « RIHTHE
%~ AIEIERE « RETMIRILEAE « KT SNIE - REERPEEE - BI5E - FRASERS
MRRAE - R FLEFR - RS R - iZREL 1T © BREE - fivk
PE ~ Bl ~ FTI R

HENMBEE - BR - BE  FER RNE - KBRBR -RP ZEE K
8% « B - KINIKBES ; ZR 1 MEMKIE - REHERB% - B8
RE% - BEYE - IERMER - D - KH2 - REL  KEER - REE
Bt~ RE#5ED ~ Stevens-JohnsonfE(EEE « R THER

BHHREBE - BR BREE &R hELHS FER  ASHEE Bk
IRAEER ~ R ~ B258B80 « Rk ~ IRMMEIKEE « kB TRk « kB
FR BAXNTE K BEEE - REROE - IRERIMRE - 1TIRE - B
fR% ~ AmIEREIR -« LM/ - BILMK - REAE ~ RALGE « IRTWEEME -
TRELEEKEE « RBRE - LIREBTE » FEEK

ETEBRREE - BR AR IBE JBIR  RAE S TER (HBEE B
R - 348 ~ B8 ~ BEREEE - R ~ B - A% - BIS8a% - maE -~ B
BR - REE - RER ) FR  UBREB - BEX - EHRER - FEEX
MRS ~ B~ KIEDEL - BHRERZ  NEER - BEBX
RIS R Z LEEY

Pregabalinfy# 88 R R RFETE B &AM < SR ERANER I HTRICERE
FRIE R D R RIBR AL

6.2 LR IARES

LYRICAK # EHE B ERR THARKE - ANELRERAXNTEE
IR BB » Rt AT AT AR ARY ER T CMRERFENE
REARF -

RS R AN - BB

BiaMER - 10~ BB

HIBRMEILERER - ZikB3 - AKX

ESh » ELYRICARE u] RGP EFERIZEY) - G40 : 1B SEREIGHARE » £ LT
HELPHET B IRETHRAERIRY B ARG (B0 - BEMRE « BERE - @) -
B %5 AR F pregabalin B B 4th fARTHRAS RATHIHI B4 FRF » thE EMERTRRIE
ERERAYIRE o

7TERREEA

EBLYRICAEZLRB IR EHEBR » HEARRBRE T HBMIER2%[9
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B2 URBEYORRERGH L) WA FRNFEAFES » FTLIERIZES)
BRAXEHEMEYRHRIREFASEAERSERTE - 12/ x5
B8R 0 LYRICAT U RE S R BEERVZEEN B R X EVEF o BBEAYER » pregabalin
BTN EREYNA T REEHBZEIER © carbamazepine * valproic acid »
lamotrigine ~ phenytoin ~ phenobarbitalEtopiramate o E5TLYRICAELE i
BREYZEETEREEENESHBRE/F A RIRREEEE]

E3q

LYRICARYZ 2 O BR % & 2 Eloxycodone * lorazepamafethanol FIFHAZE o &
LYRICAEELLEEY B RFAS 2205 - BEXR B REIEENBXEIER - NERIHET
FNEAREREEN(ETNAE LRIINBL IR  EIFFIRSS IRk EEZIRE o

8 R STk EE

8.1 &%

ESHEE

SHEILYRICA » REZFHETHEE HE RIFHBRIMAR - LYRICAR B EH
BB IR KB BG SRR R BRs 5 1 TR IR HARMER ©
TIBEYEFEM TR » KEHEEFEREFLRIAREOEZpregabalin »
Epregabalin A2 &R MFBEEAUC) AREEFM6ERABRSEREIE
(MRD) 600 mg/RHIIRTER » THEARBRIKEBEEFHAMREESH
RIVOBEREN > BESEEE  TES  URBRBERVIERER] -
E-IEEMEEMFE P - iR E IR S pregabalinfI X B FTE TRIFK
St BEIBIEHE - ERERE - URWEELETARRINERE - EREZER
BEMMEIE » KHEMRDZABBREZEENME - CEEERRGE S &
REXRMEREMRENESRERETRE - FBEXE—MARH » EXEXR
HERRPARYE SR A RS 52-4% » BRFR L AT ERY IR R Gk ERI&15-20% ©
AR T HEH RR SR IE R AV ELRR ©

&

BIEF

FHRZPAY K B TE BB 233 B AL HARS R B pregabalin (500 ~ 125052500 mg/kg)
EHIEAXRNEFR1250 mg/kgh » HEEIMENIELER(ESHESE R R
B)5| RS E SRR LAY B A SRIEN - MAEFMBEIET - SRS EMIEERR
EREIBMNT - R BIESEAIRRREERES - FEIIRMTE S KIS 4FE M
#EIREE 8 (AUC) AL 2 AZEEMRD 600 mg/ R ZBEERI17E - ¥ AE TR
R FESHNEEAEIE MR o
HEPHNRFERERERFHIERLYRICA (250 ~ 500551250 mg/kg) * &
ESHHZERARERESESEERY « AESEEE(LER - HRTRES
A9 2 FE R 2 (500 mg/kg) {3 BERY M 270 55 8 K2 AEFEMRD 600 mg/RZ
REE166S -

E—IEHIEX R AR ERPL IR EIIELYRICA (50 ~ 100 » 250 ~ 12505k
2500 mg/kg)BIRRFE S » BIEKMELZEN100 mg/kghs @ BRBEFRIE » BIEX
M E 250 mg/kghF » BRIFERE o BIRE KM ER 1250 mg/kghs » £
BRTFFRNVZERPE  SEEENFEETER100% o HEBARMERKE
EITRIES » ERMNEERN250 mg/kgIEIE BREWSTARE (B BHKX
FEIRS5) » 121250 mg/kgFIEIE BRI LIERE NIBE (LB NHEEFETR) o #
AEHAREEEREETSHIEREEIE (50 mg/kg)ikpl Ao M 17 53 55 2 K8t
EAEEMRDZIEEEAY2ME o

HFEREBHER-HERIIMATEF » EpregabalinfIIRE 2 XN FEMN5015 AFEHE
MRD:Z 91252 8 (AUC 0 - 24) 123 Hgrhr/mL)Bs » BIEREZHI05| RgE o
8.2 %3

BEISiEE

BRI P LI ELt P ERIR| D Bpregabalin - —IREHEHR L L iEETTEY
B HEME - BEABIFLT P pregabalinfd B EHERE B R M IEE
ERIA#IT6% o BT (R FHFLHRENE 2150 mL/kg/H)EA R RN
F19%5 HpregabalinZl & {45HE%0.31 mg/kg/B ; ELmg/kgE » SHEER
BB SR KNT%REH] o WIEMTRITFELYRICAHR I T ERRIZE -
SLYRICAE AT HBRIRE o

ARBENFATHER R P BRI TR E MR pregabalinE 5 B AEB LR
RYBTE RS R IEERRZIEE (13.1)] - RBEKRM 25 EE P EBHBREMAE
# o ik et EpregabalinB BB 4 PR E /L B PRI (PRSI R ERE R T
EEIE(5.9)] - ARNEEREBERNBERR - RItTEZZERLYRICAAER
FEIHERZI, o

b=t

—IEH TR RACH(EEE D1 2BR)ETIEYE HEM R - FhmiEn
ZL3t+HA9pregabaliniE o LYRICA 150 mgORBES12/)\EEFT—R(EEH
£75300 mg) IS F I o EFLTHEAIEIRIpregabalin IR ERERE
EHREMITREIKRIT6% o FEL (R FHZHREENE K150 mU/kg/BH)EA
B BERAY T Y% HpregabalinBl £ {45t {8%0.31 mg/kg/H ; ELAmg/kgiH
ERENEREEIENRITY% o IIEMTRITELYRICAE AR HERIFE -
BRUKREAEAERRBELZT Bl REFAELYRICAHAHFL R85

MR -

8.3 BALEERENNL RIS
F2

B

HETERNBE

E—IEBH R hpregabalin¥HE 745 < L ENPREH O - #E - REEIE
BAZMMES » BEBHZHE Y UHRS600 mgz S HEIEEZpregabalin
(n=111)s LR EI(n=109) B 13 BV AE(—ETEIBRE S BH) » HER
13BERIEREHA(ISEEH]) o Pregabalintlt 5658 ZH H(59%) R REEIHERE
62RZRE (5TW)MAILETES (PP) kB - BESREERABRENED
8 - HEENBFRERFE MESEEMEANGETERIFS - £EL
S &t » pregabalinfBR#IE 9% (6/65)BE £ £26 B AI T FREMRR
MBS 2 TR E(EBEIRIZ) AN EM50% » MERREHERBIE3% (2/62) °
Pregabalinfi 2R 2 FIRIZE R » FE20%MTERALIEERR - MENRE
Bl » pregabalin¥/A¥5 2 2YAE « K5 2RI5E) S - M1EF SHEK [ ;5 2 [E /R R il %
TRIRFE o EEF RERERNERIBEIBA N FM50%IPPREFZHE S -
REASMY3ME B S - (T2 ESHABBEFRERBHBTIBRNEER
50% ° il » E—BZHET » BEBESEEREZE0M 128 B BN &R
HIBEIRA AL E150% o ELEERIBVERFREZ MM AR o

EE IR E R ApregabalinfBI M EB AR » EHRIHNLEBERESTE
PRI R E[RIFERARSIEE(13.1)]

8.4 REFEMR

Pregabalin i 52 EEHE MR 2 MR BN & KRIEL o
EHRFEAREHERRHHEBRETR) BB MAZIFEER & pregabalin (50-
500 mg/kg)BIRTZE S » BB AN Z M50 mg/kglsBRERIMISTEER (EBE
BRI  EEN A CS TR BN X FE R S5 B R TE) B A TR AE 12 B (MRS
B ERIMRBEBRAT HRD) o BLLIGELE  BEEHRENWETS
BEERRN 7250 mo/kgiBIHHFE @ BEEUMKE B ERFNSLE
AR ZER500 mg/kgfBIHIFHE - EHtRRRIWE - HENKEWERES
B4 TE IR AR SUEEIE (50 mg/kg)fEFERYpregabalinif 4FAE 55 & (AUC) K4
ENABERSEZEIEC0 mg/RZBEE o BEABIENRREL -

8.5 BFAEM

FELYRICAS FERER AT AT A5 | RER TS BV L BB ER AR SR B b » B 246018 E
565-745% » BT3B ERTSEE L ©

HELYRICAS A EZ ST BR L BBILER R b » B282R BENFRE
65-745% » 3T9REERERETSHUL -
HELYRICAAEREMAVE FBMER RS - I H10REENFERZ65-745% ' 24
EENERETSHEUE -

EELEEHFENESE 2B TRBRIILSHRBENEEER -
HELYRICAS A BB BRIEERFE RES b - B 1068 BEHVFH 265583 A
L #RAEREFECKRENTRREMRL - BE65EE LEE » THMES
Egg%’i@ﬁﬁﬂ DEEE  TREMEN - TEKAH  BE - EREE  BHEE
'ﬁ'? °

EMLYRICARE LB AR - BIEET2EBERELYRICAT MR FERIR S
LK o LYRICAZE{EHEHIRR BB Rt ANB R ZNEEEE
FEREEE[RAERE(2.6)]

9 ZEY B FRERIREE

RFEFNLYRICATE BIZEY) B FI A RARY ZBESP I B BB o EHEM—RBE B
TS RTCEMZEY — & - BMEN\ O EEEEREMEANRS » HHE
fth{PI75 2R RSB AL YRICARI UK (BIINE A M EEH: - BIEIRS ~ BEETR)
9.1

IR AR LIRS (B IDBIB)ERE (N=15)E1THIRRZE  » LYRICA (450 mg
B E)E TERRF,  TRE(high), B TE5F(liking) , T8 E kL
diazepam (30 mgE—EIE) “ 1Bl " WEHTE - EEEEB55008IEI AR
BRFREREE T - H4%EZLYRICAAENEE 1 %EZ LRIE BN B E SR
BERAETRRE » AMEFLMMTTEE > HBBRREES » 1%E
12% o

9.2 {k#B%E

EBERRERER T » I IREZEALYRICAZ S » BB EREHIRAIEKLE « 18
O ERESEESERRBEREIEEEG5.8)]  RELEKBY - £ LT

BT T SRBYNERI  TELAXZFTEELSTHRR -
10388

ABSMPSHEIR  EAREBREIGERIR

LYRICARZEB2RIEEHIR o EERAMEEI ERBRILYRICARINEER)
R EIE28000 mg * REGHEBIENERRZESE o

BERAERES

LYRICABZ R B HENRSHE - FERGE » JLMES%E - SAEBHBRER
RUEOZEY) ; FEEE—MYTERLTEIE @ EFFIRERIFHE - HEEN MM
FEAEENEGHR  URBREENVIRKIGE - BHHESIENSEYGE
R D » BNBEELYRICABEIRHEN ©
HRRZELHE MBS RHEBMEEN - BAEEIERFRIRES B IIEER
RZRNBE TR EETIREN o FEMRENTERF v 88 BkRpregabalin
(4/)\B5H975BR50%) ©

1 ZEEE

Pregabalin 91t £ % & (S)-3-(aminomethyl)-5-methylhexanoic acid » 4~ -F X, &
C3H17N02 ’ 51\'?‘7%159.23 °

pregabalin#y {1t &4 X4 T :

YY\ COZH

~
NH,

Pregabalin® & & Z & & &4 dh Bl 82 > pKa1 4.2 > pKan 5 10.6 > 5 imat K ~ i
SERPE KRR o pH 7.48F 9 Bo A4 S (S E5/0.05M Bk B4 B8 4% 157 i ) A9 S SfE A-1.35 ©
LYRICA (pregabalin)} 4t o IR &5 » 9P A 67 F- 09 A2 32 4% » M &-pregabalin
75 ~ 150300 mg » AZ B KFNE ~ BRBERIF L FFERRD o s
P = AACSk o sk o i EB R EA L BRI > G EB RS A Bk
FIALBR S B = BACH o I = RALSk R — R R WAl > TABERT B
A ERT o R BREA EN ~ ZERALH - W R4 o
12 ERPREEIEER
12.1 fEFAt&HI
LYRICA (pregabalin) VA & 31, F= 7 5L & A% 4h 48 A % 404K P 69 alphay-deltadp 4% & &
(AL MR 45 e Tl 38 69 3B B 70) o # Kpregabalindy 1 A 4] i R T4 K 9
A2 A A B A5 28y 1 ROA AL % 4 dipregabalin 4 ] 894 A4 (1] 4= gabapentin)
WATE LA T B a) 45 R BT > falphas-deltaT 3 704 & 7T AL i) Apregabalint
AR AR RAE R o AP ZAR Y S AL FBR P > pregabalin €3 F T KA
B P B4 B TR UM 8 BUR AR A5 S H AR BAER o TRk 94 M 7 XA FLET &
# alpha,-delta-T $ 7T Z 45 A 730 18 69 578 M R () EARES # T A F - #k e
42 AR S B PR By A AR R B P BT HEAF 69 5 E 8 R > pregabalin T AL &
SR B 69 T AT E B AR A 8 e A R A R AR (0
AE L <T 3R 8 AR P 9 m A% )89 7 R & b om a9 1E Al o
Pregabalingft & 5 4 H] M 4 42 4% 4 4% ' gamma-aminobutyric acid (GABA)#) & 47
A4 0 40 R & $#GABAA ~ GABAg 3 benzodiazepine % % B3 454 » R ik 40
BRI AP B T4 B GABAARJE » T8 28 R A ¥ GABAR K » #1GABA%
K (uptake) R % AR 78 A B MEAE ) o R 0 E3EAMARLE Y o R IN1E R pregabalin
3% mGABARIE & & 09 F L > w8 I hEEGABAE 693k £ o Pregabalin
FE B AT IR R AA EN - R § R % 5 A E4(cyclooxygenase)
B F 5 o € ¥ i & (serotonin) % 88 ¥ % @k (dopamine) X 8 A E > R &
H % el ~ ik & FOEH LR £ (noradrenaline) A K ©
12.3 ZE8hE8
Pregabalin & R 4 2 4% RO R4F - R854 b B BE R - Bk F RN 496185 o
RUYTER 53480
EBARRET 2 BLYRICAM £ 4% » 421,585 2 A 3% 3] 3% 3 o 58 % (Cmax) ©
Pregabaliny & 82 T ] £ K74 %5 #90% » f B & &4 o HEE—#H (25
300 mg)$ % #l & (75-900 mg/ X)X A& » 3k & e LR (Cmax) ¥ o LR L - 05 M
BT @AR(AUC) A 77 R o o FHEE XM AL KRB E24E 48/ IF A
#3| o SEFTEGETUME—FF 6 AHAR o
S pd ff R BE o pregabalin &) b i 1% » A Cmax 44 #925-30% > Tmax?¥
Jm #9385 o 2K o pregabalingl £ 4% 4 AR #pregabalinéd 44 9% X & 3t & B2 kA8
# 4 > B sbpregabalin®T vA IR o IR T A HIR -
Pregabalin 7§ fn 4t & & W & & o 0 IR 2 4% > pregabalin 69 340 51 #4 A% 4
0.5 L/kg °
Pregabalin & # 4L 8 69 2 H > AR HE R A FiE 25 K69 fe AR ELRE o I
T o 3 KA AKL ) FH 42 €3 Fpregabalinf i 181 & K AR T4 Bl
ST o gboh o W Fpregabalinftid i@ K R 69 f64k » H AAZILR RSP -
R EH B HEBR
Pregabalin /2 A B8 34T 69 AR AT 2L A% o %92 B A 2t 424% 38 9 pregabalinfk »
K #90%#g % 2 | & vApregabalin/R 7 fe J i o wIL o 2 A P 4 S i pregabalin
N- ¥ HALET 4 4 (pregabalinéy £ 2K & 4) €945 B LA £ 690.9% o f2 Ba R AT A
B o pregabalin (S-481% 2N E DR~ KA~ RFIREFH AT §HEATH A
B BB R-5 1% 24k o
Pregabalin £ %42 by BB PE R AR B B ISR B - LA H B F H 00 FH 8
B I A6.3/ 1 0F o 443 I AL S 44 AR 34 B ik £ 867.0-80.9 mL/min
) pregabalin R 2 e S B G H 454 > F M RHEFHREGEENE AR o
Pregabalin Fi % -J S JUER BF 7 B % (CLer) &R W[ LA £(2.6)] ©
FAR YRR EEAOSESER
&k
HEA AR RATO R R XROEFENZONBET  HBk(AAS BAET
£ 9 7)HLYRICAZ §y 5 0 % % 5 RO R
=33
Ba R RS A AR B B R M BT 0 B B A FRLYRICAZE & 2 5% 8 2 0 a9 M 44
A2 7 P 5) B AR AL o
BITHEER 2 B /7B
PregabaliniF i 5 % - S ILEL BF 7 1k R (CLer) AR bb o B oA R A9 B2 & 2k
IR F o iR A AT AEA SOEH o JE Bk Frpregabalin o 48384 B fo R B AT SR X
# - pregabaliny fu 4 98 B AR £50% o H% fo g 3B AT 69 B & L AR F L
BEAE(2.6)] °
EEA
Pregabalin o JR 7 4 5 [ 4 #5 3% & M 64K o i3 A pregabalin o IR i M4 F 4% i 4 4
A8 B 69 DUBR BT A Tk R AR — B o A S B R DR A0 B F o TAESL A
t&pregabalinéy #| £ [ LAEBE(2.6)] °

NREEEHER

B AL RE & T A9 AR Rpregabalinky 22 $y 5 o
ERREER

i €7t

—#x#@ 5 > pregabalinft s R 3K 5x AT 1 R L 09 1045 R L0 » & 3 Hl A28
CYP1A2 ~ CYP2A6 ~ CYP2C9 ~ CYP2C19 ~ CYP2D6 ~ CYP2E1 ~ ZCYP3A4%
F A% o WIMES T AAE A B %% P pregabalin R 4 3% £CYPIA2 R CYP3A4E
o B s FAFHE B4 T Z.CYP1A2% | (4] 4etheophylline ~ caffeine) % CYP 3A4
% H (#]4=midazolam - testosterone) 8 X # < & 3% Ao o

AR
A B R 69 BE 5o R BAR A RARAE R AR S A8 B A RBEA R 4 o
Gabapentin

Pregabalinf gabapentin®) 2 )% X ZAF M &t 5 > L H 124 48 AR B #3 —
K pregabalin 100 mg#=gabapentin 300 mg#9 fl & » AR H184 i A% % 0%
pregabalin 200 mg 8]~ Bf — X iz gabapentin 400 mg 8]~ B — 2k 89 Al & 1% #4749 o
BORR % KRB > gabapentin# ZE $ 4 1< % F i 4% T pregabalin 4 o Pregabalin
8B F R 2 B BF 4% s gabapentin® & 5 A f BMGR B4 R R o

O Bkt Z2 52

HH& e AR BF 7% $izpregabalin (200 mg#: & = %) #norethindrone/ethinyl estradiol
(1 mg/35 pe) 94 R REEH L RAHE -

Lorazepam

HHE  AAZ S % X pregabalinfi] ¥ (300 mg 4 & =% ) #tlorazepam & — i & 4 )
0 ik FMALE R HHE » M E —F] ¥ 69lorazepam (1 mg)#pregabalin )5 T
REEHZEAHE -

Oxycodone

HHE AR % ok pregabalinfi] ¥ (300 mg#F & =k )#oxycodone ¥ — il ¥ 4 )
0 ik FRAZEAAHE » & ifloxycodone § —F| (10 mg) ¥ pregabalin 8948 & 4k
REHLRAYE -

Ethanol

HHE EAAZ S % Kpregabalinfi] ¥ (300 mg#: kK =K )¥tethanol § — 7| & 4 3 4 04
R EAAYE » %I E —H F tyethanol (0.7 g/lkg) ¥ pregabalin) 42 5 K &
BHPRAAYE -

Phenytoin + carbamazepine ~ valproic acidilamotrigine

Phenytoin ~ carbamazepine $Zcarbamazepine 10,11 epoxide ~ valproic acid ~ $
lamotrigine 8 4. 52 #X A& 2 J& L JE R % 7] B 4% it pregabalin (200 mg 4 X = %)% 4 o
#HiE 2 pregabalingit % 454 i 22406 % 69 B B AT B L I F AT BT T )
R

SaEaR| RIS E R ZEY

1 HZ Y # pregabalinfIZE 826 5 27 &

o fa Bz 7] Glyburide, insulin, metformin
S Furosemide
L EY Tiagabine

HHZE Y Epregabalind)ZEE)E, 35 =24 + pregabalinf it FHZEHHIZEE) L TR

v ET Carbamazepine, lamotrigine, phenobarbital, phenytoin,
topiramate, valproic acid

13 JEERARSIEE

13.1 BUEE - BISRE M - BEEEN

BoElt

4% /] R(BO6C3F 1 $2CD-1) 3% % #s o /2 £ 4% F 89 pregabalin (200 ~ 100085000
mg/kg) Rk o 3 Bk S (B PR B A R A BRI 0y I F o
B2 mAKE F f B R IEIE Aok N R 0 o fEpregabalin¥k  #(AUC) K % 7%
AJA 2 R B A (MRD) 600 mg/ R XY EF o f£ s 35§ B 69 A3
JER F i Rk o A A Wistar K K47 695 42 R 49 F 7 Ampregabalinfg £ X
BRE(R# 0 AR50 ~ 1503450 mg/kg » #2100 ~ 300,900 mg/kg) » 3 A ¥,
B BUR M AR 5 A RS R X pregabalinlf F & K #9 5 RABE R HEK
F B ORI B 49 1445 22445 o

BxREMH

Pregabalinfz 4a i S oH SL By 4 b PO A8 SRS ¥ A A BCR G > ERISMRER A8y
R AT R G e R > A D RIRAFwp P R gH LA
DNA%#, ©

BELEEH

EAFHART » MR R RIS 675 60 KRR B2 7T 2 3 Bo i M Se MR A
pregabalin (50 £2500 mg/kg) » # REE B — &1 R A BIEF RIE o LG
BAEMFRORBREH RS BT REES > AR FRAEBAK
WE o ETHBY BAMERE  BAEFHEARNS - AHTFRAFTHS
BB EEAINB-AAN G T ETiHE o L EF R T HER AL T HHG
AU A (100 mg/kg) ¥ 1 89 pregabalin fn 4t Bk 5 ¥ (AUC) &) & A 12 3 5 13Kk
#| #(MRD) 600 mg/ X B 3% 5% & #9345 o

BbIh o 2B v B SR A8 — AR F AT R P o 2 Uk §E4bpregabalin (500 £ 1250
mg/ke)ty R KRB HAME T(FA - 8| F)AREHT RRIE - HHEXR
A ih B E 4 EK R 8 S B B (250 mg/kg) #E 14 #) pregabalin fo 4 82 5 B (AUC) 4
By AJA L MRD I B 55 & 09842 -

E—BAFAMRT o R R L ERZAT ~ K A M SR 5 47 1 IR R pregabalin
(500 ~ 12502500 mg/kg) » & R 2 A A 69 | & 40 AR LA 2] By IR & L
B B #0380 R Al F 4R B BLIR RS BORAE R o I3 AT R 69K & 36 R 8 f gt
U2 4 B AHMRDEFBR 8 6994 o S K KA A1 09 B AUE A2 i Rk
e

13.2 BN SIREA R /S BEIRER

A ]

ARBTG5 R FHLET R F AR M st ZR T F 09 BT Rkt o
13 45 BUR R KR 6995 B R B o fE AR % HEK E(MRD) 600 mg/ R EF 5 BUE 6 4k 69
Z AR E RN o BRI R E BUE % fpregabalinlk 55 # (A £ HEAUC
RT)VHRAIEZMRDZ G F 93584240 1 o B8R KSR AR B BT 7 it
By H A 3 o o

IR Rt

2 R FA A Wistar R AT 89 #5 5 BOE M AF 72 P BLR 2] IRB KL (805 REBLE 4
[E45 2 & % 3 tm B 2 3R A B AS /B ACAE ) o 33 568 38, A% fo #E pregabalin
1% % F(AUC) KA R FA2E AL RS EHA F600 mg/ REFZIBFESF o
HIRSR I ) BBUEF T YRS o EEFH—F R R R R4 BURK
B AR B ALY R I o

14 ERFRFRSR

14.1 EFERR A S iSRS 5 IR TIS IR B

LYRICA 7 i R 4% i 8] 34 4 48 % 4 5 e 0 4 48 MR 2 3 JE SR ) S e =
AHERMEMZROEE ~ RRAHR S 2 PO RAHET > AP ARETNR
RARHERAE o BB RBKEA F— A RPN RR > T BLA PR
T BRI R H TR By % B Ad 42 9% 4 (distal symmetric sensorimotor polyneuropathy)
BB RIEIESF6 B F o 403489% B4 7 R HF ADPNISZDPN2 o &4 9 3 1
3 RIS A B0 (AR E109(RA)M 11 TR TR ERD
RF A4 o W iE MR K ARG T A BN E6.T o FE LI BT
pregabaliniA 21 » A3 & % 7% % & KR 4 g acetaminophen o & & & X 2455
AR B AT o

DPN# %1 : A5 5 &M AHA » HILYRICA 25 ~ 1003200 mg# & =k f14
Rtfl o ALYRICA 10032200 mg# X Z R G E L KIS LBAERELE TR LY
Ky ¥ MmARZTERBY>BALE VR 50%09 B F ] o ZAH200 mg
H R ZR BT B AR 100 mg A K 2Ok GF 093 o 4224 A S48 B 69 R
RAEJEFEF[ AT RKMED.1)] c AR KAER ET AL BREORERE R
o BIBATER SRS NEH LR LB A REX > HBEH AT 0
KR E50%0 B AL 08 I EAREARAS0% 0 &G 4 o R T RIF R0 B
LB 0% E o A BT B LAARMEIRIET » B G EmaAEd o

Bl1 : ER KB L BIEEREE - DPNHE1

—— Pregabalin 200 mg three times a day

100 — — Pregabalin 100 mg three times a day
--- - Pregabalin 25 mg three times a day
%0 Placebo

Percent of Patients Improved

50 210 220 230 240 250 260 270 28 290 100

Percent Improvement in Pain from Baseline

DPN# %2 @ L85 % A M8 » rdk LYRICA 100 mg4: X = ok $i2 22 7 ] 69 3%
R o ALYRICA 100 mg# R = KRG HR A G E EBERET HBTFAHER S
$o mBARF T AR BB E VIR Y 50%8 B H ) o sRAR B AR
B RAEBREGEAAREE R B2 R ER SR EREN B LE
S B REX  HRYI M T o AR ES0%E B F AL 64 R EAL AR
50%89 B J% 4P o R T ARIF R BEBARBE %K E o Ak BEF LD IHER
RIET o A RS -

&2 : ZREE L BIEENEE - DPNiZE2

100 — — Pregabalin 100 mg three times a day
Placebo

%

P

Ve

Percent of Patients Improved
2 8 8 &8 3
I
!
|
’
/
~
0

>0 210 220 230 240 25 260 >70 >80 290 100
Percent Improvement in Pain from Baseline

14.2 BIRE S TSR

LYRICAS it AR AT 48 89 e A €4 Z A0 £ AR S o0 af Ak
Rt o BRB R KBRESABENCRFEEZV3MEA - m B RRAER
DA HEON(ERAR) E109 (M) I BFARMFE R ERARFA4GEF -

AL+ ZEETRT IR o HIFERIAT KRG THETR > RIEOET o
%% LJR B TR T pregabaliniA s » 43 & & % 4 KRR A4 g acetaminophen °
B R BN R A B 3EAE o

PHN#F 1 485 5% &M 133 » IaRLYRICA 75 ~ 150,300 mg#F & =k s
2 REA] 897 3% o ALBRET 7 M 3 (CLer) /#4430 £60 mL/minZ M 69 & % Mk 2
75 mg ~ 150 mg K 52 B A 4 R =0k o MUERET 7 P & K 4560 mL/mintg &3 > [E4%
%75 mg ~ 150 mg ~ 300 mg 3 LA A R =2k o £ NLERET 7 4 % X 7460 mL/min
8 & & 0 BAELYRICAR F 695 RAEG T2 LR RET LBAR>H

B & T AR BRI R E Y 50%8 B A ] o B4R ARVEE ) e d A 4
By £ DB i R 4730560 mL/minZ H &9 & & » &% B AR L ILER BT
R KA60 mL/miny & £ 0 ST T b A R RREAFEE 09 b R S A3 E %
Fo ShARMBAGRERRLBRENREHE Mm% > B3R TED SERERE
B LE S LB REX > BB AT AR AE0%Y EEF L4
AR ERAAS0%E) B ¥ o AT R R BHWALE 0% E - ALEHT
B FVEBPA AR MRS B LR RIS 5L -

B3 : ERI KB L BIRERIEE - PHNME1

100 — Pregabalin 300 mg two times a day
— ~Pregabalin 150 mg two times a day
%0 Pregabalin 75 mg two times a day
Placebo

60

Percent of Patients Improved

50
~—
%0 \ \
30 ~L
20 \\
~a
10 ——
S
0 ===
>0 210 220 =30 240 =50 =60 270 280 290 100

Percent Improvement in Pain from Baseline

PHN# 72 : AR %5 I8 » that LYRICA 100,200 mg#: & =k 52 B 1 89
HOR > B BRI BT Sk & Bt o DUBRET 3% M % (CLer) 44430 £ 60 mL/min
Z M B B 2100 mgAE R =0k 5 DLERET 7 Mk & k7560 mL/minky &% 5 35
200 mg#&: K =R o VALYRICAS B e 43t L BAE & T 43T 355 9%
T AR H T AR BB E P 50%8 B ] o sEAR AR A R
BREHESFERE AR B4 EH B R R EREHEEZLE > WA A
R X > BBH T 0 AR ES0%0 B F b 04 & K EALHEARA50%H)
BRBF o RFBI RN EZWALE %K E o A2 EH T F AR H A
EBRE > BZRALAEERRMAFEEE -

B4 : ZRSELBIEENEE - PHNHE2

100 — Pregabalin 200 mg three times a day
— - Pregabalin 100 mg three times a day
90 Placebo

Percent of Patients Improved

>0 210 220 230 240 250 260 =70 280 290 100
Percent Improvement in Pain from Baseline

PHN# 73 @ S3AHT % 5 B8# » W LYRICA 503,100 mg#: & = ok $L 40 Rl 69
R o Bl F AL T ik F &K o ALYRICA 50&100 mg#: K =R 6%
BEHRAZLEERETHB TR E > R ARE T AR HLARE J
B 50%8 B E ] o DLBLET 7 P £ A-#30 260 mL/minZ ) 49 B 5 & 2Pk AL
BRBT 7 k7560 mL/mintd &% £ » LB o B R B REAS 28 04 1 5 85 549 3)
BEE o RAMEAREARABARENSARERE RH > BSHEFEI &S
REAEHEE LT B A REX » ARBOI AT » EREES0%H B4
A AT R EAL FARAS0% I B S o R TR R BAWARE0%KE - H
HEEFES | ABPALRBIERL » LR AR R MR 5L o
Bl5 : ZR S B BIEERNEE - PHNARES

100

— - Pregabalin 100 mg three times a day
Pregabalin 50 mg three times a day
%0
Placebo

80
5
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g
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50 210 220 230 240 25 260 270 280 290 100

Percent Improvement in Pain from Baseline
14.3 B¢ A\ S E0EEM S fERVER B AR
LYRICA 7 i s A Joy 3 0 B AE 38 8 76 7 69 SR T8 Z RS RA B 4709
12 %~ B F ~ RRAHB S P OB RAES o 135 AR INA BB
(R #OR B A S WEERY) » @ LA —E Z A58 E 4 (AED)D R A8 7L
FEH w09 B o JIL A gabapentintd & 5k /A f£ ¥ A K 42 AT — 145 1k gabapentin
B o EBEIRGINM o BELAE VAN RBIBMEN o BEEN AR
47 o I ZAMR T o MM FHFE25F 0 PHEFEAGBREERARS
BIEEA22.582100% o 94 ¥ & £ KGN RAEAEDs o 480%4% %
LYRICA%# 09 &% ARG EF I o
F 84 B A MR 7] kR B R PR R SRR RS T
2 e
*8 : MmN ARBERATE P IERRIERE

Pregabalin & N EREE HESNERN PE BXEE
BHEE $ER/A RAEEI(E% 1HEE
5t E1
2R BID 100 9.5 0
50 mg/ & BID 88 10.3 -9 0.4230
150 mg/ & BID 86 8.8 35 0.0001
300 mg/ & BID 90 9.8 37 0.0001
600 mg/ % BID 89 9.0 51 0.0001
5% E2
2R TID 96 9.3 1
150 mg/ % TID 99 11.5 -17 0.0007
600 mg/ % TID 92 12.3 43 0.0001
9t E3
Z R BID/TID 98 11 -1
600 mg/%  BID 103 9.5 36 0.0001
600 mg/%x  TID 111 10 -48 0.0001

% — A R(EDNZEPALYRICAZ 4 B 487 #15082600 mg/ X X B # fl & R & K
%0 50 mg/ R eGFl & Ak o £EF—AHARED) > HEEHEAH TS R=F
BEHRZR) EFARKREL)  HEREDRETIRZFSLEHRE
Ry EHREIF » AR 09 B AR E 5 R=F oL F—aHE D =R R
ZENHERZRG A~ B RERAREIPHTFT LR Z R @G HCR L
KRR > FBEMEERRD ) G ELTREFE -

REFAEIGAR Q35 B (BB A PR R D KA RF A50%8) B

Hedil) o T Bl 4% R A 2 5] 3w st RE1RE3 69 ROEH b & o
[E16 &HBh 4% (add-on)FEMH FTHI R FEE LE 3=
o Study E1 Study E3
g o o

Pracebo  S0mgday 150mgiday 00 mgday 600 mgkay Placebo 600 mgiday 600 mgicay

“statistically significant vs placebo

[E7 H5EE1 « E2BLE3H FIEHI S HERYREM IR A 15 (P B RSP Rem)
60
<0.0001
E ° 32500001
@ Dp500001
8 p <0.0001 .
é,'g“ pgonnqw p A p <0000t
3 ”
28
o g
67 S
vn:i 0 ° " " p=0.0007 o Study E1BID
g T -0 Study E2TID
= o fy A StudyE3BID
A StudyE3TID
0 50 150 300 600

0 Dose = Placebo
Only significant p-values are shown

LYRICAFE M 3 R A T REFFE8 T - b ~ WP R AR T RAEBKE
TR FAAEG] ©

14.4 @R

LYRICA SR NI 69 76 e 2k R ©f — A 143 ~ M F ~ AR H RIS § o
F(F1) 2 —8 5% H6A8 A 69 I 4 2 4045 2o J.(F2) ¥ JEAF A 5 o 37 RF 1 $LF 247 %
HERARAE £ B RUR % 5 4 (ACR) AT 22 (A 348 A 8 2 ML o 3 0 38 B 18181
M RRAR B AL A B | MBS0 IR BUIR )P BT 0 A LR B o 8
SR e A B P AR T AT AR (IR AR A W E R VASHYSREER) o Jbd) »
5 BB ST 45 (PGIC) S48 4 WU % 4 P A (FIQ) 89 3% /6 & R B8 7 i 1 A T
,§ °

BEAFL @ 3378 & W 1430 69 57 K42 4144 B 485 & B 300 5 ~ 450 5L R 600% %,
BLYRICAFo % B A AT H 4 o PTALERA) B £ 119 R & T o RICTFH %
BEFIR BB KA R4 1008 KA AL L E R(VAS)F 69380 & K
ARFEAAT R o BHARR P AT FR 6.7 o £ T iy 1EE AN
4 REA & AR R 69 % 3Kk b KRR AR S AR R BT R o TR
Mg 444  ALYRICAS ¢ 4109 B4 A 64% T A R o 3 ST A~ 4R
600 %, 89 71| & HF M 9 R H F RAHEAAS0E R F - 2 A B IR A &
T RRERA FF AR ATRRIEBG.1)] o A3 & H AT £ F MR HRA
RERAREGRL » B H— ARG IR R - BREREFABSAKRI -

B 7 4 B AR B KB I 69 R 5 PR EAZ L T B AR o BISAT R BP B i B A
AR B rbt) o SLB A BAR A R Am B o AT RZ B B TR
B0% o A3y B H AT AR R AR KR RS > A — A E
TR

[E8 : EEI T RAERBERZENRBLILE - Ml mEmsTF

100 7 — Pregabalin 600mg daily dose

------ Pregabalin 450mg daily dose

— - Pregabalin 300mg daily dose
Placebo

Dose (mg/day)

90 |
80
70

60

50 1

40

30 N
20 o

101

Percent of Patients Improved

S,

>0 210 220 230 240  >50 260  >70 >80 200 100

Percent Improvement in Pain from Baseline

RO : MEAER A PR SRR RN E

RE RS
SEREE(ERIR) EET SR ERIREBLLS(%) 95% ClI
Z R 47.6 (40.0, 55.2)
PGB 300 68.1 (60.9,75.3)
PGB 450 77.8 (71.5, 84.0)
PGB 600 66.1 (59.1,73.1)

PGB = Pregabalin
HERF2 ¢ 33 0A M #9445 AT R AR SHHLYRICA 2 52 BB 4T b3k o B4 AR
— B B I 6B 6 B A6 5 B B 98 AR AR AL B B A SR 2300 & ~ 450
ZRIO00E % o BA W REATIMEREL » FPAREELBHRRIEEL © DER
JERBIE E 1 50% (VASE &) » H2)EPGICH & k% 3 478 sl B 42 /5 093745
B THERS | R TEEES ] « REABERAELRIEGEZHEEYE - ¢
ARG T O R LA R BCE R T PTEB XA R A% o B
Ae A% AR A R R EOMR A 89759k o TR A 0 A IRAE By 76 9 BTG I 46 53 09
B RE R A DAY FRREGRERRESP o fo a0 R a i An gk 6y &
T E AR RIZAL AR A30% (VASE &) » SCE2)MAEMR AR HILBAL AL -
SESAP F R 095 7 N o 15 B N6 B BZGE RN M - A 54%0 BT HAEE
H B A2 AJLYRICAR] & o 23 AFE #4076 e 0 3 4 5 4 X LYRICAS
8 BA P o H38% T R26I A6 F o LT RRB G HRG EE T RA19% o
& 3,35 (LTR) B 84 37 44 4 2 %4
& o feg A AR Hd o 4 AILYRICA S e & 38 4% 16 RE WA R 46085 1 o
1% JAl pregabalini i 69 % 3K A 53%Hr 4f A% A 1 2. B2 4 38 4 06 i BB 277 7249
$26 5 4k R % RER 6 R 09 B Bl A 33% o 4 MILYRICA S it 4,4 48 4% 4
FIQE 314 A A 206 BB H AL RS R 0905 Bl 5 3 H & 3 4 #| FIPGICH# 4T
FEAEZ % BK R B SEAE B A AL AR S e mE R -
VEIFIQ3TAE 45 R BALX MM 2 & & S AT 8 R 093 i F RSB
HFIQU T RSN a9+ A B5H 68 o
2 PGIC & T & Z By Bl 89 % 5% B PGICHR45 45 R B 7 Ak AL E AR T o 547
B EF R o
B9 : JAERFERSSRIRER - M B FTF2 (Kaplan-Meier74)

100%

J

AN

Pregabalin

— — — Placebo

Estimated % Subjects without LTR

Days

14.5 BEBEISFIS BRI E R

LYRICA# A8 48 45 PT 3| Ae X AP LS MBI 096 e X R C A RNAL T ~ K RFIH B
W% B Y AT HE L o B RPT ISR 8948 L R AREAR 4 ) A @ MR
Bk R E V3@ A - SRR R E VA A 8 & - EA63% 5
FRARFARL > BH A% B T RAFR2 o EHON(BASR)E104(FHm)H11
FEFHEBERE S BEORDFHRBAR S RERARFN - 5bRA
Bt 09 R RT3 PR - Y S B B 6.556.79 o

B AHE R A6 R S5 B ~ JEAG R FAAR A ~ FURRR 4D ~ LA R R A A
T EY > REGAZENG R ZEFRITCHEFETIORET - BFE5
% 3 Ml 4 3F1% JHl acetaminophen & 3F 37 B B3 475 5 2 -

FFAESCI]: 3EA128 ~ Fi#k ~ 85 ~ F47o4a -~ 5 Fo -~ BEAE(150-600
F L/ R AR ST #pregabalin 2 22 & A AT L3E o A28 BT 5 — 18 5
3 64 BB A 0 AR —1E8 B B9 69 Al F 445 o 48 FILYRICA 150-600
ERIRGREGTE EVNBEKETHBEAFH ARy R > LARZ T AR
DB GAETEARE T 30%R50% 09 % B rul] o ARRE F 12 R RR 2K
XIS AR R % B ko B 10T 7 o A 2o Bk o B | B Rk B SR RIE 0
AR 0 BT G st R A o

B10 : ZEIFRARE 2R BERBERIREBLLS - HFESCI1

FFAESCI2: 3328168 ~ itk ~ F ~ KBRAHBK S FHoa - 9o il
i #(150-600 ./ K » %38 & B 150 L)% %14 41 # pregabalin st 42 £ Al Hu sk
R~ A MRAt W o ZIA16AH KT 4 R — 18 A D4B 0 Hl 2 FEM -

VA —AB By SR 1238 69 ) & 4 45 0 o 4% FILYRICAS B 43t 8 EASAE T 445
A TFHIR o B BRF TR R BB E P 30%A50%8 7% &
Huts] o B KA E B 1638 3% 3] B AL XA & FRACR B9 9 BBl e B 11 AT R o

s B E 1 5 LA REE B R R A BOR 0 BT R B H M o

B11 : ZEFRRE Z R BRERARELLS - HFSCI2

16 B8/ AT EE IR
ak

2-10004 15 e 78,75 » 48 4 &30
4-10008 1 8% > 8 AR
Bk 5 #25°C (TT°F)RL T » 42
FE B i)

BRI

FERSNMEEK

R A+ USPI201603-3
BYERR © Pfizer Manufacturing Deutschland GmbH

& 1k : Betriebsstitte Freiburg, Mooswaldallee 1, 79090 Freiburg, Germany
BE TG AT R A TR 8]

Mk AL R OKE P OE R BTTIE

N

)33 1% 70 2 40 B 15°C-30°C (59°F-86°F)( L £ F 3 2
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