X % i &
Rk 22 9 A 17 H

SHEOERNREATER (B EFEER #d
EEFBEEELLRFEELT AR

= 5 H [ A R IR - AR

r%!%']?)ﬁ%&:@@ﬂ‘éﬁ% R7A4], uu%)x 7/7\/%/}\ WP A AR
TAY] RO TEESSE S AT LCEAT 04 FT4 ) ISP+ 58 mE
£ (Q&A) T2 T

EIEHOMEICOWTE, BEEOY A7 IZESL T Fa— %c¢5@%%
fRfES 2720, BAEUEEMREHFMELRESZE (1CH) KB4 EI0E
S& ., MRAIBRICET 5 ﬁ%P%%ymﬁm_owTJimmm$6ﬁ7sa
HEFER 06285 1 5. EXEMRHETEHREREMD ., BB X7v5P 2
Y MIBET ST AR 74/qC¥ﬁ1&¢9ﬁlﬁﬁﬁﬁﬁ%%ommm4ﬁ&0
FERRIES 0901005 5, EXEARBHFEEETHERE K OBERARY - BRI g0
E‘@%@?‘Eﬂ) B TEESSES AT LMCET AT, RS54 /GLOU\TJ (ERY,
22F 2 A 19 REEHFEER 0219 5 1| BERUOERABERF 02195 15, EXRAR
R AR R L CERIEY - RIS RIS ) 1< XY S HE TR
FEH (R) BbTIL@BMLILLZATT,

%, I CHIZBWT, HLBOMREBIRICT 5720, TRABERICET Y
ARFA), TREV ARV AY MIBETBHA K54 ROt TEER
e E VAT LDZETEHA RT A4 WETAEREGEE (Q&A) 7, BE
DEBVAEBESINRELEOT, ZTHD E, %%w%%&tf% PR fREE
F\ox LBEFIFEV F 7,



GUFS |

(BEIBETEICRET B A RS A V), (BB A7 <X VAY MlT 544 R
T4V RO TEEEGEY AT DT VA F7 A4 2] KT 2 HEGE
#£ (Q&A)

RKQEAIZHBWT, THRFIFRARBICETAIHA FT7A OUEICHOWT) (FERL
2246 H 28 HERFELI 0628 5 1 5, EEE DD EELTHLEBM) BT
AIBAZSIZRET S04 FT A Y ROMHE) % TICHQSR2)J, IWWE) A7 <3
AV PMIETOEHA KT 42 (ERL184E9 A 1 BEAEERE 0901004 B8
O REIRFE S 0901005 &, EEAMREEEHBER CEREY - FFIEE
AR EHN) B (REY A7 <R A L MCETAH4 K542 % [ICH
Q9). TEFEMME L AT LT EHA FTA4 1220 T) CERL 224 2 A 19
HIERF LT 0219 8 1 5 R USRI 0219 5 1 5. EELLBHELTHR
FERUBERIEE - FRIESRREELBm) D TEELRE S A7 L0875
HARTA ) % TICH Q10), LFnEhME L CEET 5,

Fro, KQ&AWBWT, TGMP E | & &5 01T [GMP 44 R UER -
5 GQP HHITHUET A8 L, THE] Lbs0id TGMP Ut GQP -k
TOME] LTABRATHEATS L,

1. TEE ‘

COHEEGEE (Q&A) 1, ICH #EEEBL2DEARAZIT/- Q8. QI KU
QIO HA T A4 OEIZET S ICH Q-IWG (SWEIZRTA 5 A K51 2 EHi
(FHE) OBBAICB T AEMCERTA LD TH S,

ICH BRI HEMNEGORIE RS = & oF)E, SEICET 5%
TEICH 7 A T A3 3BT BIEZ & TR - ElSh T LD TES
NOLOTH D, EMIEEDEST. BEFESTA NIV OERDOBITERHQ&
ADIEREEFE L LT3,

1. 1 — A9/

Q1 ,
FB/NROFETREIERBICZIT AN BN DD,
Al

B EOFELZ T ANDNS, ICH QSRITES STV 5B/ EOFiE




(IR=F A, XX TERkDFE) ERENI 2255 5) X, PFECk
WTHGIZZANTRERZRLDOTH D EEZONS, LMLENXL, ICH Q8R2)
WHIR I TWATI D EATEFE B HEINS[ICH Q8R2) 14 1 &H],

Q2.
ICHQS, QYLK QIO ZHN-Tatx)F—varohikl LT, &0
L 570 OBED A, |

A2

Tt ANY F—a COEMIE, ICHQS., Q9 R1UQLI0 # AV =HBATh
%bE&w TawAN)F—a v OELRBML. HHEE T 0B AZEBD
. WFRTE SN mBERECES T AENEONDIZETHII LI ED
wmﬁw:wHQSQqﬁonj:@%@E%%E%@-?%4yx&_z
HET AR VEREEZHET S ODOEKRRNFEZRTTLEL0THD

ZOERFIEN OB LN EHIE, m@ﬁ%iﬁﬂ/%ﬂimm\%éwi
%L% (CEMT 5 EBROBER IR EBETH-0CERTHZ LT

x5, PMEFEALEERCEDOEBRORT A 704 7 V2L ES A
%&HJté£¢7%rt7axlﬁxﬂ RO T nE 2R F— g LT b B HIE
D=2k LT, kR TIRMGE [ICH QSR AEE ISR SN - Ex L B R]
BE7abt AR T g VERGFEICEMBT LI ENTE S,

Q3 |
VAT =3 A b &R TR LD BonERIC L Y . ICH @8,
QQ&UQw@Tf@ﬁ@@mmm&%@mmﬁ#&@i W7 S D,

A3 |
BEEELEREE., 7o AR F—a i b IA4 THA IANH S (T
TYA L, TROBEERR., BN IEWRR) . UEERAEESY T~ a v
Ny FOREERNCY A7 TEAA Y FaERTHIILICLD, BELTHIHN
KETTERAE TROBRENM RSN TN D 2 & 2R THIC, BEOHEE
T — 4 BB A HEE A AT 2 2 2T 5, e =2 1 7 ({f
ZAE, MR TREMERZEBE L O 2L, &6, TERO—EHOERDIRE
IKMEZE TR L, @%WWﬁ%&%®EM%%%¢6:&ﬁW Eirh, TEEHE
SNTCKBEEHERFT A7, BRI A 7V A 7 vo2fiM4E 1L T ICH Q9
DREEY AT IV AL FOFEEZEBT D2 ERTE S,

2. UHVT 4 S FHAL




Q1 ‘
IHAVT 4 - N - FTHFAS VOERIZHT->TiE, FHEA L RAR—2D2Y 7
WEZA LY ) —ARERLEITHEED,

Al
IHAVT 4 - - FHFAL DT TIE, FHA U RAR—ADRERY T L2 A
AV U —ZRBOERSLT L HLELE SN TWA DI TIEA2WICH Q8(R2)],

2. 1 FTH¥ArR—2

Q1
THA L AR=ZAEZRBT D20, TTORIA— 2 OREERE%
ZERBRIC LRI T D0ERH 50,

Al :

VBT, BFEEICROLNAZDE, VA TERAL N EHIE T 55
TEEM EDOFBMICE SN T, ZERFEROBITO - DISBIR L - BRI -
Iﬁﬂ?%~&@%%@mow1ﬁ%¢5:t?%éo

Q2

TYA L ANL=RI AT — VT FIE R RTRED,
A2 : v

TOXAELBEINCHATE 2BEILEATRETH S [FEME, ICH Q8(R2)
F2EB 244 HEBR] , 2T — KT LW T H A > 22— 2O FEH)1L EFPIA
Mock P2 W # [EFPIA Mock P2 submission on "Examplain": Chris Potter,
Rafael Beerbohm, Alastair Coupe, Fritz Erni, Gerd Fischer, Staffan Folestad,
Gordon Muirhead, Stephan Roenninger, Alistair Swanson, A guide to
EFPIA's "Mock P.2" Document, Pharm. Tech. (Europe), 18, December 2006,
B4l IIRENT VD, 72IE L, ZOEFIIAT =T v D78 ORI
EEEICHMELTWD L TR 5720,

Q3 ,
THA AR E, WS AT L BISE A TR,
A3

BHATHETH 5, WERNIEE LAV F YA » A= 2 2FI A LT 5 il
FiaBET2BE0E, FOREMIT SV THETS - & CHATETSH 5,
WRET A A= AT B TR ORI 55 B EIE S T BAR & BT
CEBORT (22 THB, AR, 2—7 4 U7 ¢ —. SUEEEE) DM
BRI E SO T, HET L0 TH5, Aok, BEFTEE 0/ LT ikEsrd




& BHREF OB EGBIFET D,

Q4
FHA VA AT, B RO 0 BB EIC O THIZ e

A4
BIRFRETH D, THA L AR—ADERIT, B—0BAREUT—EOH
MEREIZH L TCHLARETH S [ICH Q8R2) % 21 2.4.3 EHM] ,

Q5 : :
BETEBLEZ DT b F oA v AR — X [ ZBIFEIRED

ADb

BB ARE T 5, BT — 4 CHETROMBIIRFERBOT I A > 23—
ADBET & LTHEA TR TH S, BET 5 E®RIT, - & SRR coR
W, LREGE, BIE - THRERCEET 00 AFL, EHTLILELD
. ,

RS {ESENIRE SN EE A B O TR DAV ERA TIT Ol T 5856,
FOREFEORIET — % O T L 0 RWOHIPH OBRESHE I ST A — 2O
W%@@m# bnaw LIEELT. TV A= 2O BN
m%%t@ B aomﬁﬁm%iﬂb\b7x~&@ﬁ&®‘D%%¢
T 5= + SILERENEB LN TS Z ERSEEL, T A VA= 2AN
%%ﬁ@_§ﬂﬁfEﬁtfb\a%£bwo

Q6
BRI BEFRAIZOWT LT A o ARN—2 2R T 5 L0 8FL T
D DD,

A6
BB L TWE D Tikdevy, BEEEN, W ERETRO XY mEREARIC
BTHFERELTTF AL A=A LELR LS 2 L2, HRTSZ
LEFLLRVO ThHIUE, BFHREISH L TTF YA A= 2OBRITNE
T, 72770, BERGICET 5 7‘%%/rv//<f\v—;<0>ﬁﬁ§é 1E E ook
ﬁ&@/ﬂi@@@@hL_OEﬁ BaNb b,

Q7
IHZT A v Ar— A %5 A P RED

AT
BWAFETHD, LVEVWERIC O > TRERMMEICET 2 HRVEm#SZ 55




ZERTENE, INAIOE & £ OWERILENHE (KESH., K ~—08
WMERY) OENENOHHHHENC L > THRISNBLFE (R TIE7e < Mk
(EDOWT) DT FA L AR—ZZHET DI L RTREL 5 BER D5, B
Hix, EVFERRSE, ZEN, EOHEEMSR SO REHECEE LT, 5
YA U AR—R BT 5 ETORBRILIZ OV TRY TH S - L & EB
DLENRD D, FELINTT YA v 2A_R— AN TRt BRI OB s
BOMBEZIT ) BRITARREBRERIHR D SRS i x 217 5 MBI/,

Q8
AL S N HFEHEA DML B DEDHTT VA L 2= L7020 5 B hs,

A8
THA L AR—=R LTI B, —BEERHN S BN A SN R
B (PAR) 2 7 1SA S DETH T WA v A= L3/ 574 [ICH Q8(R2) #
288246 BB, —EEBEROLICHES SLEEES N HFAGH T, TBRAS
f—&ﬁ\ﬁﬂ%@%\%6wmiﬁﬂix~&/ﬁﬂ%@%@ME¢%K%
TOHMERRIML TODEEEMN DD, LI SN FERBILERE O ES) 5
R EMEBTRTEALLDOTHHLIN, FHA L RAAN—Z L TR X7
[ICH Q8(R2) #5 2 %) 2.4.5 &5 08],

FEfE L, RS LR G L 20 2810, S SN EREA VA NS
YA U AR—REAVENERBIRT A LN TE S,

2. 2 VFTAEALYY—2RER

Q1 ;
U7w94bvU~X%%®ﬂmMibﬁy%UU~xmg@;5@%@%

2T B0, |

Al

VI ALY Y —2A5ER & RS RERBOVTNERAT 5000 8b v 7
<A F V) —=ARYEOTIGHTORKBREL 2D, B LaE LT
HOWBOFED Ny FOFTRTOMETBROTTHIC, B0 5N EAD
BT L THRE SN e B ET T4 L2 BT 5, VT 24
AV V) =2HBORKRIT, Ny TV Y — ADOBIC BB R O R L R
Tbhs, EOLSRT7Ta—F#BATINEDY R, NyFIUY—2
(X, GMP R OVE Y AT LOEE) 2 BTN SN ECN A T 3B A%
R OEERHROBELZBL Ty FRNEOEEICHE LTNE0E S vk
MY L TEEINEILDTH D,



Q2
VT NEA LYY —2ARBRITREREEBREARE LRI L2 ERT D

A2

UTNEAL) Y —AREBICL o TLT L H LD OREMARBEBTIEL
ENDEEFBRLR, o 2, FEBEIT—HORFHICRoTI T2 ALY
J—ARBERELTH, TERELARCEbELI AR, (VT LFA
LU U — 2R B LR A) TRTOEREREFE (CQA) BT A—-—FDT
BRNE=21Y 7RO/ EREORBIC LV RIEEN TWAFEITIET Sy F
U — 2RSSR ATE L 5 2 b D, BEMEREE T E MO
B/ Y BEOHES T a2 oW T 6O EHEBEOERA KD b
BIEAD,

Q3

BUEAANRIE. U TLZ A LY ) — AR A AT A A0 b LD,
A3 ‘

WBECdn A, SRR [ THTE SR O BB i OSBR FiE DR EIC DV T (GF
1345 H 1 HEERERSE 568 5, EERFAETHEREEM KO EWHE
B O AT 0 n O RERR R REER) O & 0K
BEOBREICOWT] CER 1 355 A 1 AESESEIRE 571 %, ERFELE R
B | k. VT AT ALY U — AR A EHT A AT LERE S, RERE
FaFF I IS B ST ALER B 5, .

Q4
U TR A LYY — AR AR, ZEERBREITINED,

A4

Y7rnws ALY U~Z§iﬁﬁﬁﬁﬁ%ﬁ#&b\fc£%\ TEMLZFHIT 5 FIEICL D
LEMT=#) 7 7o ba—n, BEREEOFECEDY 72 28I
WTHEL SN TREWERBEDA RTA L OWECOWNT) CEK1 546 A
3 BEZEERESE 0603001 5, EXEBFEEFHMRBE) KO HEWIEL (31
FF o m P AR, IR SRR ORERRBRICOVT) (T
01 A6REEEFESE6S. EERLRHEFEEEFHRREE) | .

Q5 .
| EBERE ) TAZA L)) = ZARBOBRIIEDL SR DTH DM,

A5
VT sA L)) —2ARBE, BRSNS E. ThESEHREKO 18R




Liab, DFED, BREERISHL TIThAARB LIV b LA, RERO X
(XET=F Y 7R ITERAN (inline. on-line, at-line) B L LTiThbh 3,

Q6

%%@%/7j/&$&1)7w&4A))—x%% A E N5,
A6 ‘
F S, TN L R AR DT OREED T ) v FEHE
i ROV T SERMICHIS T AR L Y v S OEAK RS
Fhd, —RREZ, UTAEA L)) — 285 HET T L 0 BB b
% on-line/in-line BITEATTON D, &2 Tk, - BHEMICEETE 5207 v

TERENRRE SN, FUMNEH SN, ERSNIMLERD S,

Q7 ,
DVTNEALY ) —ARBRORE RGBS & 2D Uk, BURSM D
FAERD b DEE, RS A4 RS O HEPHIEIZ N S 2 L I ATHED,

A7

RARETH D, FAE LT, VTS ALY ) — 23RS R 0 1 i
HECBEFEA SN RETHY | BREEREIC LA <X T,
WD LD ThIv, BEIMI OV TIRERE L, HEIMCm 5 B R0 5
NOEEILEIEMEET A UENH S, LA s, 85 o E
INHORMEDORRICESNTIT Y 2 ENBEL 5, WO HERHEL, &
:ﬁﬁﬁﬁ%ﬁ\;ﬁ@ WAL GMP %#85F L TIT 9 RERH S,

Q8
TENEBEE D TA A LYY —2RBEOBBGIEEOLE >R LD THS
D,
A8

THEARER LI, FERR O RGO RS TR TN 5 b b b 5
MR THD, VT AL ALY )= AR [F, BESEHEOTMA L <3
TV ) = ADHECEEREE RIET TRNRRE T,

Q9
[VTNEAL LY Y —=2) & TYFTAEA LYY — R ORE LA,

A9 | |
ICH Q8RNIHBWTIX TV T AZ ALY ) —23REk) 12 [TIRAF— & |0 E
ST, TENES RO SUTEERR 0 RE 4 5L . EOMENHRES N




BLERBIITEAZI L, BE. bOMLOIMEINTVEYE (PRIRGS)
BtE & TREH L ORERELGDEREEND] EERLTND,

WERION A T4 > XEFACH Q8R1). step 2O TUTNAZA LY Y—
Z] EWIHERIE. ZOEFRE S SICERICKB S, B HEPHE & ORE
CEBET DO, BREAINZ ICH QSRF 2 EIZBWT [V T AZ AL LY U —2R
HER | 2D BN,

Q10
AR EIEZ Y TAE A LY ) —2REBRICH P95 2 L IXAEED>,

A10
ARETHD, YT NEA LYY =2 TRABRESUIRAA R I
FABET 5 Z EMIFEI N TWAREIBIE (TR/RT A —4& JFREMFEZ &) Ol
EICHESC 2N TE AICH Q8R2)E 2 #) 2.5 EER],

Q11

DTFNZALY) Y =R ENRT ALY w7 ) ) —20BFRIEEDOL I
DTHHY,
All

RFA M) w7 )Y =2 ) T2 40 ) —2RRBO—~FETHD, /87 A
FY w7 ) —2Tik, BEOHEICOWT, BE RO UIBEORER 17
YLD LATRET—% (BlAE, BE, Eh, EEERERR., a0 5E
) CESWTN A, ‘

2. 3 N |
ICH Q10 B EHENE) OoEZREERT DL, T7bb, ICHQIL0
2L D VEEREIG) OFERE X, OB R OCRETROBE)NGENND,
BET o AOBEMESER ORI BEERETAHBE S N-ERo—X, FH
X, REER ORIA OB R O EM ICBEET 537 A—& ROKHE, 521
RUOEBOERSEMG, TRER, SRMHABLOBEET2E=2 1 7T
B FEROHE L 855,

Q1
B/ABOFEEL 173V T 4 -4 TS0 T —F2HOTRHREL
T L DB FRERRE & OBVMT(T D,

Al
SIS IR FEOBNNC L S TVETH S, FEEIEIIT, TERARR




SRR Y, MEREORTEZ BN LTHBEENER LY 0%
BENEENSICH Q10 3.2.1 E], B/NMROFIEI - THR S -G DBE
EHEEILEERBRICE LN, —RICHEY ) LS L BRREARE A~ D
EEFEERLORELSRD, 74D T 4 - A - FHEL U OT TR, BRBIET
BFEL U ZAZICESBFRORFEEZROTHEEI NS, RE, F=x )
7. XEEEIT, TERO XY ERICERBRMEAEE S, inline, on-line X
at-line RMERIZ LV EfE S AL,

Q2
IAVT 4 - AL - T TOMBOMFHEDES . GMP BT R 3
D ‘

A2
Bienz &@@w %%%E%%¢@®$%T%M7T)?4 SN AR
AT T u=FThiv, WROEFHEICIEE—0 GMP EESEH SN 5,

@3 :
TYA AN A L ERRIEDOBGRIL D L5 LD TH DD,

A3 ,

EHEMIIH LD OB ONTHIEL SN LD TH L, FHA o 22—
AMHESNAER SN TV LEE, EFHEIE [ICH QSR2) 55 23 4 EHHH]
BT A AR=2 L O RESNABERN TRE TEA#ESh TV D - b
EPRAET D12 DAL A RET 5 L0 TH B,

Q4
On-line / in-line / at-line SR TE =4 ) V VAOIEBNIE L -84, & |
DEDIRT T —F 5D LN TE LM,

Ad
$%%LTﬁA@%% I BEICKELARE LB E0RBHRBR T
H=FXEE=2 ) 77 7 a—FOMBICET BELSHHIRETH A,
%EV)I/f;ftéfﬁﬁ,ft7 —F L LT, FETREARSE LU 2 MR L2 & Bk
bR IO FIEAFIAT AL B TE B4, REBHTE=2Y o
7%®%%@&@m\%Eyz?Acklé@h&@%@’ﬂﬁénézg#
HY ., GMP BEEOXRIZ/LY H 5,

Q5
BRAROFIEE VA VT 4 - X - FHAL L OFETIZR SR AR L0




23,

A5
FRIE L TRR R, BRNROFETH-TH AT 4 - 1 - T A
YOFETH-TH, ROONWAWMEHBIIR—Ch b, 7AVT 4 A -
THA U OFEICLDEREIRTIE, VIV F ALY ) —ARBEOFEEZ
TRMERSREZ T 2 L PHESL 55855 [ICHQSR2), k1%
Rl BETRBRSNBRIZEEBIOES L2dhiEz b,

3. EILBE L AT L

Q1
(ICH Q10 {Z¥EML L ) EFELLE Y AT L El LB EIZE0 X ) 7eH
RINE D1

Al
FIEILTOLEREY THD |
- BEE ) RAZICESSAREETE 0 A &0l Uls ikl ccE o (R

I & Bl TR O E R O i
HBSEE R L d51F 2 EIRS A 20 SRR B 0> — B
VAT L, a A R ONRE O BT 0OFE B RO EH]
BT ATV A VN EBL COREY AT LAOREMAO L 0 BRI
R RKED U A 2 LS R OB DR AEROE 2 DR, OV TIRER
D —E M & BE~OREMAED L 0 KX A riE
ST 0 A OBABIERE O A E . |
¥ L Y R O EEEOMRLE, R OMEE LY R OEE RO
BB HEE OB OIRME, W ONC . BLEREE [ & B SRR O 5 S
A EEEOM L
HENRY B S OIEEAET S GMP BMetEDm EL . FOfHRE LT
0 5 B A LR O A

Q2
ICH QIO IZHEL L 7= B SHE AT L (PQS) #EMRL TWAZ &%, (b¥
1T ED L DI L TIEET B DDy,

A2 .
PQS EMFFICIL, BRIIEDEDOH S PQS HHALTVD I L% PQS DX
i CF#t, BEUEZE), oA, IR, B, MERRICGES .,
R OFTE O BEERMIEE [ICH Q10 AFEE D THERFmIEER] 0BESHE]




T AEREBUCSIET B LA 5,

BT A7V A 7 VOB ZBLTPQS N ED L 5 ITHEET 50 % .
b, PEREE R OB BOBEREBIZ L o CTHARE LT WHE (B8 ~= 27/
XE, Te—Fr—b, FIEEL) 1LY RSN CORIEESREFETT S 5%
ERb D, REIT, PQS BEKETHAEL TV A = & 2RI 5 712 11
CHANTEEZTI T m /758 (WBEET 025 0) 2ElT5 2 LNt
%o

Q3 ,
HEEERHIC PQS ZB# T A LR H 5,

A3

AETHD, LLads, BTV 725 A, BHEER, GBS
Hp 8 PQSICBRT 2 BHRIZOWTIE, BT L2518 L LT, SRR
—HE LTREINAZ NS S,

Q4
PQS 73 ICH Q10 [ZH#EL L TV 5 B OFREEIT T A9,
A4 '

frbivievy, BRM7 ICH Q10 OFBFET v 77 ADOTFEIL /A,

Q5

RETORRICENT, THA A= 2D ERTED L S5 IZ L TEMS h
DANED, ' \
AB

BEICBNTIE, BEBRIERT P A o 2~ 2 TN EFT ST B 7
EDMERRE T RETHH, BEEBIT, BWYUALBEIE. BEELBHL,
BUERIENT YA L AR—AD T CHESCHIEL TVAENE I, FHA L2
N=ZANTOEENEEDEE R AL N AT ANTEHSRLTVANY
IMICOVWTHBIETRE THHICH Q10, 3.2 %=, EI1I2HE] ,

Q6
BUERRIER THEPICT I A o 2= 24 T OR T A BA T Y 5+
A

A6 , \
GMP FTO®ME L TABRTRETHD, Fl21F, BERYEDOER0EE
DOEFES . THITRHEEORE L LTERI LAV BRAL FTAEANRAE




L7BAI0E,. e Rie LCREOEEC L VEE L, STEL., MEs
NBEDY, ZORERERIT, @Liﬁ R Ak, FOHHE R OB Ok
B EETAEAND D,

Q7
BLUEPTIZRW L, FRHEICETLZEDO LS RFRRUOXELHETE S
LTI E D

AT ,
EWABIREER (A2, FHEA L AN—2 FEA RN 7 RAET L, U R
T RxY Ay NOBEMT ERBIER) X, BESITCBWTHETE S, BE
TR RT A — & R OEERE R ORIURILE & T, R TR K OVE EREIE O
RELA FESEICERAR T 5 720l Rl E S S B R IS S, RSEPTIC S VW TR ©
XALVICTRETH S,

HEBEERP ~DO T B A FEEIC RN A1001%., EFEMBFREIT & B3 55l
R & ORIOBEIZE SO H AR CEMBEDORBE L TAIRTH D,

Q8

BT AT A 7 NVE@ELT, TR A—F YE BT D Z L IEHEED
A8 -

TRAT A— & ZEESFIRICH O TRENR ORIR S, FEERICHL T
FoH—END, BHNCEEE. RET A7 7 ERB LT, TROME
M EO—BRE LT, AT A—FERESTHLDICFNET L ENTELHIEA
5 [ICH Q10, 3 EwEHF],

4. fb

P

BT A ICH 714 K74 (ICHQS, Q9 X1 Q10) 78 GMP &
=Sy I AE A

Q1
ICH Q8. Q9 KU QI0 BEIZH T, RGBIEOERIIMA L LD L) I2HE
IH BT D

Al
BEBNEDOER (FHIARRIEZ) 056, MakO/ ITLEOEMSIC
JGL T, WIZERRET — 4 OO0, BB EHEER L OBANKERIC
L L THELERDRERD S, EETEE., BESN-ERREFTIZE N
TEMREN., VRV EIETROMBMBOEELERE (CQA) . EETRER/ T A
—4 (CPP) 7 K ORSEMOBEMRIT U CEAMIZEMR S LD AT &L,




T, BREITEEMLGLEV AT A (PQS) TEMITOLNEREY RV w32
Y MORAIOBEA & EHIZOVWTHEREETHS I,

Q2
ICH Q8. Q9 BUrQI0 BEIZB VT, VAT ABBEOEEIIMHEL PO L 5
WCRRB 212 BD, ‘

A2 .
EEIBEITNE SR LT fﬂﬁk@é?%55oL#L&ﬁE\MHQ&Gw&
U QL0 DERFZIE, EEIL. PQS 03 ZE BBV R w3 PR v FDOFIE,
THA AR ZADERROEFE~XI A NOFRAEZ ED X 5 2B LT
DM (FEIELZNICBESNS b OTIEARWY) LI a2 L0 EETAL - Lz
HTCHAD [ICH QL0 BR] |

Q3
FHEIIRFBICBWTED LI IZAR SN, BEECBVTIEED X H I
iS4 P

A3
FREERRICHR N S 5 B ERERIE D EESR L. 1Y iof?ﬁ:ﬁ S A,
LosL7gands, Mwmmﬁggg_Ob» HEEOHS L D (ICH Q10 (Z50# L
7a@n ), ‘ *

5. i

Q1
ICH Q8. Q9 BT QI0 MEMIC L v M AMOEEM LFBITYO L 5|7 I
Do Tmhs,

Al
ICH Q10 TIZaE 4 5, BE 7 v+ 2 R OGN OS82 1E L
SITL. REL. ROEET 2700 KRR 4 L ERLTNE,

| ﬂ%%@mvx%Afm@<\wHQ&QQ&UQmm%ﬁéMkM@wi

fEZAIREE T A LD TH A,

FEEIIH LS TIE eV, BIBFIEIC b ) AL BICEEAR L DT
HD, ICH QL0 THFREHAMML TV D DL, W AR 0B (74 F 1 -
NA - THAL L TR AR TE, )T AX A AT — AR ST = 4
)/ﬁ/X?A%)*i@i#&éné\i@@%&%%%@%547#47
IVHICEE, BEEOCEET A Z ENUBICARA LTSN NLTHD, 5




BIRI7=RVA el AFEHRICL D BEOMBE (OEEE
PO ELNTE DB EL) . THA U AR—ADME, FHENR., HFBER
Ut & Vo e MlE ORI Z, BT A 79 A 7 v 2@ U TRET 5 2
EINEIRE L 72D,

Q2
| ICHQI0 (25 E OB HIELRET S5 L DM,
A2

BEITL TRV, ICH QL0 3L ERT L O TH-» T, MFREHEEL LD
EOCEHT ALV AT LTIV, BT, BEORE=—X
(CESE FHRFMOES EHELEO T, MMEFET I HFELRET S

Q3
HFREBROTZDOFRIR L 720 5 5 L O T n,

A3
KO M OFIO—FILLT DO LBV TH D
TR S8 5N RIS BEO M (NI ; EERNOF
T CE) ROAFRENICE®R MR - AR OER A =T o
i 3C) ‘
% 35 5 B R A 9T
AERIRE
ST TR RS
S D)
T AN T R
RERER, 728 2,
- PNEREE A R OMiEfE s &
- EMERRER T — 4
A _X—=ar
i ahre=
BHEv A MNEH)
ZEMRBREE
J&ﬁﬁv&;~/$&@ LB =a—
lﬁ ?ﬂ% = a ;
HEHESWE (BEICHT IR
MR E, BUEH ‘
BB S R O UL BB Rk NV FRh# B (CAPA) S &




HEfG T R VR
HBBER O T 8E R IR
ﬁﬁ®§L7uthW(t&zi@ﬁ)
UEE0EONZERIL, — RS I —0EN. m%‘éc‘:%@ﬁi B0, LRt
SO, im%\ﬁﬁéﬁﬁﬁ@(tkAi%%\Qm\ﬁm\WE®%%W)
CBITHAE S, ETAZ LN TE B,

Q4
ICH Q8. Q9 KUt Q10 B DM HDEMIZ 1L, HENHEM oV B a—k
FREI L AT LRLED,

Ad | ;
M%fmmwotﬁb\%ﬁbt:yﬁi—&ﬁ%%@yx% NN ﬁ%&
T REROME, FHE, PR ORI THIE L 725 &m

Q5

U5, BRI S N BT 7 1 — T OB & 8K T 5 i,

A5
EREI L2, BRL SN 8y 27 22 B35 NG 7 58 B
RV L LB DT RE AR AT AMCHET D AEIIC I S h 5 -
EREIREEND,
Ziﬁ%ﬁkéntj&m\m<%m%ﬂTV5ﬁ&%Xm(H)V—w%ﬂ
RLZRG, MATHOMB £ TED-HIETYELZIT L, XE(T54ES
BT 7 a—FDI S,

6. VT x2T e V) a—rg

Q1

Ry R Eo<%t&mgﬂ7&4A@%ﬁ&@@ ZhZ. ICH Q8.

QY BRTK QIO HA FIA D Fa—, L —B LIEERMZRT IWG OB Hns

DEoTo R, TICHELY Y 2 — 3 ) 3 TICH Q8. Q9 KX Q10 EHG
T huxT ) BEEToTBENRELZ OEENLHRIN TS, e
ENHEATICH Q8. QI BRTrQI0O HA FT A4 L DEME RSB 2571013,
Z ) LB OB AR MEE,

Al ,
ETER, ICH EMREERSIT, W A0EMBHIE Lo L3k <.
ﬁ&%%@%mm@m:mHi%ﬁﬁmwh ﬁﬂ%@fﬁ&<\%OT A




