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SN D T e A RS D72 D I ZFRE L TR
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CPP LIEHRSNTCND/ T AL KRG
[CRHT REDGICOWTEEMIC LT,
fEmE LT AEYZ Tl CMA ZUTVHALT
BELTHZED, CPP #—AHHESE T, CMA
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D/INEVN CPP ZBIL TIIAAGR GBI CREa L 72
WHEETAHZETHEL,

23.P332 HFEHFEOHIZEBWT, CQA KD
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Tea e, RIS — PR, IR L OVE B
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(22 TARE U IR G LT,

23P35I 7 BANY T =gy /T aAGE
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IZOWTIE RTRT &ATOBEDT v var vy —%
VER LTz, BIAIS— ke G BROT v Var v —
LT, Ty va YU —a BT 5281
ST THESRZBRE N - T256 ). TR TRRET
|2 RTRT B EE 5.2 5 RIHEMEDH D
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ZOMEIZE, WAL — M (RTRT) | & &
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BEMEL, TOOHIERRBICET 2 WmEE,
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2.1.4 W THEOFHM & OV E
2.2 STiEDRG
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7 ICH Q8 D TIFEF LS THHT | ez
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ICH Q10 DERIZHBITHE PRI L, TEFRICHD
IO ET v 2D BB ERE L RFES D128
D, T AN T — T a FEh LA O A
PEBR MG LA Db D AR T, BRI BRI Tl
ICH Q10 TERINLE BRI I LI TR D
T, BRI B OO A PRI | L dh < £ THAEELIERED
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D. 8
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ATy AL TOEER
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T —FI KAV IT T T HIEEL, 72
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Manufacturers of America ( PhARMA )
Product Technical Group (DPTG) LVFFEKZiT
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CMA &) HFEIL FDA 233 R U7-im s [11]T
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WIS o 70) o AEEILTE RO R=
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Module 2.3 &7 Cld RPN40 LA E&EY A
20 LA 40 Az U A7 20 KiifizARY 27 LT,
YR T AR N EE SN BIE 2 REEE T,
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CPP LIEFSNT/ 3T A—HDEGRHFEE~D
FLAUC DWW T LTz, 1ER LARIZ 38V CEhE
TERDRL RIS HIMEIC R T CMA ThoAs, =
® CMA (Z%95 CPP &L CHARUEE, FasiE
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BIRFIZU T V2 A W CIERDRL 222 | EL . CPP
THHAT L —HE~T 4 —RK 7 F5H2 LT,
YN CMA il g AL Td, A
T — B BAL T, R FARIZ G- DR
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ELCRT RETHDHEEZ LN, — 7, AR
JRELAEFIREIZ OV TIE CMA IERDRL 7212
5.2 BN INSL JRVVEIF T PAR (Proven
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D QAEIE 80% ) LIRIFEDHIFEEL T, 130 53D
AR 80%LL B &5 IET HIEMAIRETHD
CHIWTL7=[13], —H CHHEOE 2 DIXH X
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MR TR O | FEHRL 148, TRk
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B T2 IR EAT S TG TS . W D FElk
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SINTEOMEREO KGR BAL T, BIRS =2
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DTt OO, QbD 7 M B AN, 1K
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VT —2arDIFATIVTIZONTH, oA
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Q10D E 7§ T ME 7 1z 2D R#EMERE M OV,
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MERO—RTHY, AT vay DA A—TTh
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