y
RN KZEANREBGRRTF AR RS

AF SOP/3.17-02/5.2

1 B B AR
L= WDRY2020-K032 TS eyt Bt
Tt H 44 #5x ST IR S OPR T B i K 3O I RS T R ) i AR U 2
3 R NRER
FEMARE VTt G =o s IR
A VUG H A HEHR PR A
1. BT H ST B i %
B 2. IR AR (JRAES: N2020.02.19.1, HHH: 2020-02-19)
3. st R E RS
A2 NME]: NA N;  SEF: NA A;  [FLEE: NA A;  &ZE: NA A
A& NA A I fEBERIERFRE_NA A
BRER | EpEBpEEES NA A VAFZE NA A
V.2 EEUEE A HHER IR R NA A
HERM

RIEE XKW BEEE “AYIEKIREREEHEMIE” (2003 F) , “EIT7HMIGK IR R E
EWEMIE 7 (2016 ) , “YIRKRRICIEFE TIERFEM” (20104 , PAR “WRAMNE
YIRS A EFEINE” (2016 ), BEXRFEHEHER “HEHIGKF A EEEEHLMIE” (2010
) LUK WMA (Hi/REFREF) M CIOMS (ALY E R EERERE) KiesEEN, 2448
HERESHE, BILWT:

FAREBHASTRE RAS: N2020.02.19.1, HH: 2020-02-19) FHATIRKBI, FHFEEMERR

N > ¢ Informed consent
R HE. exemption

EE: GEfFApEED

1. WU ROEEIE B R HERITT RAT,  SEtE AR RAT & NMPA/GCP A /R 3 3 5 5 1 R U«

2. ERIELHL RS, WHFRITRMEEREBEMRHEREM e, HREIHNREZRZE
2 [ &5 77 A SE i o

3. RAEE AR R FEF K AT BB W KU 3 2t b BT TSRS B R R S A e iR B R By

4. BZOEBRASFEFEENTE, BHEIMN 1A (ERRRITHEER) R FHREERHE.

5. WEAKNAEY 77 RECEFARTT A LRI T, RN DB SR S AR B R & IR
WS, R B SR RS R A R .

6. ARMAERI 1 F (BMMEZHE) , WliE PR L B 17K L.

PR ER B A ANA 1244 A %3

BAEAN Lt R AR BT

T

FHEZR/E EERRET

LR v

DK 22 N R EE B i PR



Wanlang
注释框
Informed consent exemption




