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YOUR SAFETY IS OUR STANDARD
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A|OF B E2}OI 1000ug 1500ug
ZA 500ug 500(1000)Aug

BCSOEKHOELIES 600mg’ 600(800)A'mg

L-A|AE|QI
_ 120mg 120(160)®mg
L-AAEIQIG LRSS
SEALHSZAIZA 30mg 30(60)“'mg

A) BF19A| o[ A Molof| S5l Z2F
B) M 5AM| o| Mol M = CHEZHS 160mg B2

O] kg =7t

=l|:§()|E.|)k-|:[[-||0|EI__|-EE
—_rLOE':rLE |:|:||:|| MM AIEL,JI SH} =

— o, T

’3317 | a7, H”" t'F-_rL %%*7*._',7 E—ﬂla

-



¥ 0/=°] OTC monograph 74 =X}
- O|2FE S{7IM =0 A & FDAS| W EHO 2 O|HE | & 7tAt

oL}, 2= HAOME rule H

2l A O
LHE_I_AA—

MASHA Of85t7| o8 =2
- CARES Act(Corona virus Aid, Relief and Economic Security Act) A|’8('20.3.27.)0]| 2} OTC Monograph
(administrative order system)2 = #4

A& 9o AXOF & M7 (rule making)Oll A FDA L{ 2|
MEHH ALy HH

HHHHN = 7HA|H H(FDA-Initiated Orders)

(Industry-Initiated Orders, OTC monograph Order Requests, OMOR) M| 7}X| EX}7}
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WLAMWHO Listed Authorities) M| = 7| 2

O ("Fe]) WHO £F1H|7| & 2= (WHO Listed Authorities, WLA)
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< Interim list of NRAs be published on WHO website >

R O BT WHO functional NRAs at ML3 and
SRAs reference NRAs (vaccines) ML4
(WHO/PAHO)
« Based on ICH » Based on » Based on » Based on WHO
membership WHO/PAHO tool vaccine GBT (after 2016)
(20195) assessment tool

* WHO Listed Authorities Framework (WHO RSS Team AtZ Q&)



WLAMWHO Listed Authorities) CHAF 51 H 71A X}

L97ll 7| SE* Bt

O (CHE) M St (X2, WAl Mok/Hto|2o|kE) &
X @ HHAILZE(RS), @ AIEDHZHMA), @ H=HAIVL), @ AIEEAIMO), ® E517HLD,

® THAEANRD, @ AI™-ZHAKLT), @ LEAI™H(CT), @ 37HESHSQ(LR)
O (BXh Ar47|Z(GBT)0| 55E 8%, v+dsH B/ A &® + dZ8E7H & AN WLA SM7F 280,

MY EILEMIX| %12 ~ 1471 280
Agreement of (Bencahnn;?rking

5%%%%1"d Performance
P evaluation

Expression of
interest and
application

Decision and
publication

Evaluation of
application

Products

Full vs. abbreviated

Generic medicines
New medicines
Vaccines

Regulatory functions
MA

RI,

CT, ...

* WHO Listed Authorities Framework (WHO RSS(Regulatory Systems Strengthening) Team Atz Q-2

benchmarking
Extent and duration of

performance evaluation
Consecutive vs. parallel
benchmarking and performance
evaluation
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O (B7IX| &)
@ XA 7|& : GBTX W7} X|® T A= E (ML maturity level) 355 0|4
X WHOO M EE 7HE-29YF 52 =KX 92 7|&H(WHO Global Benchmarking Tool)
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X WHO &%= 1tA7| 2 B 710[EHA(2hof 97 7|8 +=lsHEI X|H HA|

O (FTeg)
@ WLA X427 GBT H7IE ¢t XM "7tz HE (2022.1.28)
@ WHO E7IEH AEEE  4F (A S LAAT) — 5H(AAUN)
X WHOOIM WLA M= =% Al SX 22N XMz of7d

Listing WHO-Listed Authorities
Bench- (W LA)
marking

Global
Bench-
marking

Tool
(GBT)

(Partial or full) Reliance

— N

* WHO Listed Authorities Framework (WHO RSS(Regulatory Systems Strengthening) Team A= Q&
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