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AR NET RT3 s WA . 3420 T

1L FHRFE: skjjgxc@tj.gov.cn 2ALH: 58832970
HESR & WAL A A 8 A 30 H, 42 H & W A7 s NE RS R AR R ik
BRN: R R EHL Eoitt. 50 BEZA 1. 58832817, 58832917

FRE - BHEIE F L
201949 A6 H

EZEE R (2019/8/31~2019/9/6)

[ b B2 25750
%[E FDA EHIE R
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an"eas

FE it MR RSB IR 82 M

1. 5 FDA Zyah Pl St ooy AW S VPAl S E 7 1 2019 4F 08 H 28 HRAATLAERS : L EGHIFE A
FEZPAN AP ot BEA L RERAE e RTS8 P S BUAT ML AR RS (FDA, e i 2 i s A 3R

AARFG B2 AT IR Bt T 5% T 22 R AN E VAL AL R i RGBT 208, T el R 06 T TV 7 0L V0 A1k e AR g e 9 1) 245 P s 26 ) ot o
KIUH o AIRFEA RAEIX L Bl 4 ds 5 I T LB B I g it 7 e

(3R . Placebos and Blinding in Randomized Controlled Cancer Clinical Trials for Drug and Biological Products Guidance for Industry)

2.5 [H FDA AW bt VPG S0 70 2018 £ 06 H 27 H AT A6 P 558 - 107 0 38 358 25 W ) T 7 B Bin (FDA,
S B 2 i B E P RD

AARRA WA K 1D IR AERECE R DI RERITEN, XA R AT B WS AT 5 i), IR Nt ia 7 0 /1 33 25 WA HlE; 2) SR T VPAl IEAE R
RMNATT L 13258 25T BT U (R s L, A Bt BRI

(SCKJE . Treatment for Heart Failure: Endpoints for Drug Development Guidance for Industry)

DR BRI A B R

I BRINZGPEE R T 2019 4 08 H 19 HAA 1 TAEMIER 2501 b B FH 7 4R b PRSP B (BMA, B 259
)
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/placebos-and-blinding-randomized-controlled-cancer-clinical-trials-drug-and-biological-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/treatment-heart-failure-endpoints-drug-development-guidance-industry

Unc"eas

FE it MR RSB IR 82 M

AR KA R T AT RE 2 PR A T 1. EMER T EMA FE R E S0, X8 ) RUE H AR SR ACHT 2 ORI AR B e e R, AR
WO, BT D IIRPAE P TS, I RGBT RS LIR A SEETE B 1B 1T )5 1 UK AE AT ey “New” B “Rev”

(CFFJE . European Medicines Agency procedural advice for users of the centralised procedure for similar biological medicinal products applications)

2. MRS TR AR AL (MHRA) R 525 (BECA, FRMEHIBIFEE:, 2019 4E 08 H 28 H)

MHRA 5l T4tk ot s Bt (AQbD ) W AT 24 bRk #EAT il . PREIIHRS T4 2019 5 8 J 31 HASTH . O 1 Sl A2 A 5 f b L 2 st #l il
MIJHERARE I, MHRA SE4E 1 LU R LS (07 25 S B2 SO0 S E 25 e (BP) $R B2 5

o NfFA MHRA X 25 8LARHER) AQbD B34 ?
FEYEE, BP Hl5E 7 Mo 24 S bR . R, BT A A 7 V@ T BT 7 i AN A i 09 HLH AR i 45 R HER G, X R R E T
“ AQbD 75 F] FERHL P 7 P51 1 2T [T RS 1 1 SR T e FF B X B 45, BP [ RBHE KRR

o A AEREFIIARMIT B TR R RBIBF 5T 2
Z T LR BB EAR AT s BN EATRIALTT T2 o« JHF A 7745 HIBE 27 R 77719 2 FEHE H (EBTFE LG 7T 1 1 g 5 I I PR R 2

e AQbD WEWREGEBAHRIERK “Bit=H” ?

B 1wt 2 AT HARMEDL (ATP) . AQDD i H V2 ANFIIUFAL . « AI41, MHRA HIITH CE 28857 TXIBTIELCRATT /i 777 BrFe /7 A 2R 1E X 2119
FE™ o MRS E 25 SURL A AT BGE, AT R IZXR I SR BEAR RSB BR S, JF SR A8 AP A 22 0, DA DR T VA AR vk
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https://www.gmp-compliance.org/gmp-news/mhra-plans-to-apply-aqbd-principles

Unc"eas

FE it MR RSB IR 82 M

o TIHMELIFEERELIE, AQbD X%t BRI A T Foiksk it ?
&g )L, fEH AQbD FFR T JE 2 AR AR . BRIk, i IH 19— B TSt AQLD M-S FT R B, Biln, T LAdE
T A P 3 KOS (K VR X R e ) SR B ABGIE AT 70T VP A, AT SE I AE T 440

(CE3RYF: Analytical Quality by Design: MHRA s Questions and Answers )
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https://www.gmp-compliance.org/gmp-news/analytical-quality-by-design-mhras-questions-and-answers?utm_source=Newsletter&utm_medium=email&utm_campaign=ECA+GMP+Newsletter+-+KW35+2019+-+MEU

