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LAl S0|-2M|0fL|OF [FDA, TGA ] 1. M= % Hx

Bl nuz 2 ay

] 0l FDA, F4ld AMEH: X|&H 70 (Erosive Esophagitis:
Developing Drugs for Treatment) £ X|H X0t WH(25.9.16.)

e 0| FDA= "HAld Az XEH JHZ (Erosive Esophagitis: Developing Drugs for
Treatment)” H5tQ| AAAH K& XQt2 LHE

- 2 OX|E ot gol ofd HAY A =G(EE erosive esophagitis)2| %R (healing) X X| R =
EE FX[(maintenance of healed EE) X|EE |t 2=(drugs) 7HE Al RA&A|B(clinical trials)Of|
st A At (recommendations)2 AHM|S| 7| &5,

- A 7|E(eligibility criteria), Al® HA EZ(trial design features), 724 ®7H(efficacy eva
luations) S OtM A H7}(safety assessments)Ofl CHet D2fAbeto| ZatE,

« X| &l xQ

[ [

—_

& https://www.fda.gov/media/188761/download

x HMUE ¥2 BE

* 218 https://www.fda.gov/regulatory-information/search-fda-guidance-documents/erosive-esop

hagitis-developing-drugs-treatment

D o|= FDA, 54 M H|RIAMM oAl dE X3k X5 2 7jw
(Symptomatic Nonerosive Gastroesophageal Reflux Disease:
Developing Drugs for Treatment) 2% X|& X9t & H(25.9.16.)

e 0|3 FDAE "344 HEAY A 97 Ak XEXM 7Y (Symptomatic Nonerosive

Gastroesophageal Reflux Disease: Developing Drugs for Treatment)” HSIQ| AiA| X|& X0kS gtmst

- 2 XA Eor2 4ol oA THY HIEAY MR 95 FHBHGERD) X2A VeSS fIst
AL A& (clinical trials)Ol 2H8t FDAS| HIAIRES MAMS| 7|=stn USH,

- DR M8 7|F (eligibility criteria), A& A Q2 trial design features), 324 E7H(efficacy
evaluations) 3 Ot™‘d T7}(safety assessments)Off CHPH D2fAtEto| EsHE.


https://www.fda.gov/media/188761/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/erosive-esophagitis-developing-drugs-treatment
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/erosive-esophagitis-developing-drugs-treatment

LAl S0|-2M|0fL|OF [FDA, TGA ] 1. M= % Hx

* K& X0t 2 https://www.fda.gov/media/188760/download

x HMUE ¥2 BE

* 212 https://www.fda.gov/regulatory-information/search-fda-guidance-documents/symptomatic-

nonerosive-gastroesophageal-reflux-disease-developing-drugs-treatment

] O] FDA, A7 SA|IC|0|=0|ZAA|A: X|2H]| 7L (Disseminated
Coccidioidomycosis: Developing Drugs for Treatment) ##& X|H
Rt WH('25.9.16.)

e 0| FDAE= "MAd FAICIQO|ZO[ZA|A: X|2X 7§ (Disseminated Coccidioidomycosis:

Developing Drugs for Treatment) " ASte| AtPA K& XotZ Lmgh

Qo 52 HI|A|LO|HA F(Coccidioides species, & C immitis % C posadasi)oll 2|5t
g AF|ALO|=0|ZAA X2 7HES flet A&AE(clinical development of drugs)2
St= O|2|XHsponsors)E K| @57 EH
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& https://www.fda.gov/media/188759/download

X HMUE ¥2 BE

* 212 https://www.fda.gov/regulatory-information/search-fda-guidance-documents/disseminated-

coccidioidomycosis-developing-drugs-treatment

1 0/= DA, OFH 2pild] HZA — MEC|FEH(FD&C Act) HI505= (o))
A& (Safety Labeling Changes—Implementation of Section 505(0)(4)
of the FD&C Act) 2+ X|H ZXQF TH(25.9.18)

e O/= FDA= "QtN etHa #ZE — AFOAZH(FDAC Act) HM505F(0)4) Al (Safety
Labeling Changes—Implementation of Section 505(0)(4) of the FD&C Act)'M|ste| A&

=¢F XHs SHMAS.


https://www.fda.gov/media/188759/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/disseminated-coccidioidomycosis-developing-drugs-treatment
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/disseminated-coccidioidomycosis-developing-drugs-treatment
https://www.fda.gov/media/188760/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/symptomatic-nonerosive-gastroesophageal-reflux-disease-developing-drugs-treatment
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/symptomatic-nonerosive-gastroesophageal-reflux-disease-developing-drugs-treatment
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59| 2lz|e] 2018 °f=F 0|43 (adverse drug
experience) 2| HF(rs & ) B FItet otddy 2t HH(safety labeling
changes)tt ZHEE X Ol FDAS| BX} & Z2MAE BHESHY| 9ot 7|E BE A S
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o = =0 X[H2 2013 78 LAHE g 2tEE HEFDACH H505X(0)4)d AlH
(Safety Labeling Changes—Implementation of Section 505(0)(4) of the FD&C Act)"X|s}+2|

24 XHS WE5tH, AT =2 Al T XHS UMY o8

* K& XOF Y2 https://www.fda.gov/media/188793/download

X MAAUE 28 BE

* Y& https://www.fda.gov/requlatory-information/search-fda-guidance-documents/safety-labeling

-changes-implementation-section-50504-fdc-act

1 0I= FDA, Z2t2|0k: X|2H| 7HE (Malaria: Developing Drugs for
Treatment) 23 X|&l ZXOoF &WH('25.9.22)

e 0|= FDA= "Z2t2|ok X2 7HE(Malaria: Developing Drugs for Treatment)” X[StQ| 4t1&

K& =02 745 S.
- 2 22 XEAM| 5X2 UMFoz HAHMO| Us E2AZRC|Z(Plasmodium) S0 2|8
FYDE Yetzjor XNEE 9ot OIUE X W= HA L Muto| AN 22| K (sponsor)E

x AHUE 48 BE

* 218 https://www.fda.gov/requlatory-information/search-fda-guidance-documents/malaria-developing

-drugs-treatment



https://www.fda.gov/media/188817/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/malaria-developing-drugs-treatment
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/malaria-developing-drugs-treatment
https://www.fda.gov/media/188793/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/safety-labeling-changes-implementation-section-505o4-fdc-act
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/safety-labeling-changes-implementation-section-505o4-fdc-act

LAl S0|-2M|0fL|OF [FDA, TGA ] 1. M= % Hx

D ul% FDA, 0:|__|.|. o ZM gI-EE °|'“|.| OIAI-Alo-I H7 7=It|- OHA II%
(FDA Focuses on Closing the Clinical Trial Reporting Gap for
Research Integrity) ‘& ¥ ('25.9.26.)

o UMAYE FEFEE2 oat o70f ozt CfEel MEE |X|Sts O EHo|H, M MA Ly
ATA S| fetd HHME XA Ol FDA= M7| M(Declaration of Helsinki)0l| & F2[H
O|FO|At ofat ¢ito| 7|2 Ao 7|50l AMAI™ FFHE(Clinical Trial Transparency)Oi|
=xMOo = ol
So=E T+ AT

- @y7| M1 9I7F T RKHuman Subjects)E CIAC2 s ofst giniol 22 Y&lS Hesin

A QAo EMO| k[ BMEA, LA™ A S2|(Informed Consent)@t F HE 2=
(Protection of Vulnerable Populations) & &0 CHst X|&S M3,

- 0] Mol2 O[Ol EHXM(Data Transparency)O| sty NS Jhs
(Right of Participants)2| #z|Qt SX|& E=stEs O Z4HAS 4xE

o Ot
-
Of
kl
e
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® ClinicalTrials.gove Ol =& 2[St MEHNLM)OIA 22|5h= et
ZAIO|EO| Xt 222l HO|EH|o]A Q.

T(Clinical Research) &

- O] MO|EE YA EFEE S35t et thE, AFRA, olg HMEJHoA AT
YEE N3 ClinicalTrials.gov HIO|E{= ARt o|& H|SXt(Healthcare Providers)Zt &
ATLE eIt o, HPRIE 2%t B (Secondary Research)& dstn o A7 H
AESH= O AHEE.

oot > it
mo 23

- StX|Bt HIO|HQe| fF8EE A HRLUEIZL destn A[MHETH EE (Accurate and Timely
Information)E& MESt=X| O £0] &

e 2007 AlEo|ek= JiHB(FDAAA, Food and Drug Administration Amendments Act)2 Zld &
O|7{Lt etz=l Ao Cfst HEE JIJHHEcez2 08¢ =+ JYEE, & ¢

1

O
ClinicalTrials.gov0Oll SZ(Registen)dt Z1t HEE X = (Results Submission)st=2 F8E.

- 0] 2Ag T ot A2 2017EH0 LZEJ20, 0= FDAE SEIt Z1 B2 £
(Reporting) 24 E+E EE57| st Al Z=(Regulatory Oversight)2 3.

o x| AP0 M= B2 2|2|AKSponsor)Zt 01F15| ClinicalTrials.govOl| Z3F HEE EIS}HX|
Ly

- 20254 1€ Journal of the Academy of Public HealthO AXjEl Fo| 35 XNMXAtZ, MZR
A A = 218 B#SH(Reporting Rate Change)ES ZEAS.

—_

- G H=2 "2017'3 FDAAA ZF & AlY HF ClinicalTrials.gove| 23 21 F4= H|n £4"2

= o

A

- 20179 2T 8 ol 2180 JHHEYX|T, E5| NH A5 X AFOME B2 A0

231 25 AdE E0HA] EUS.



LAl S0|-2M|0fL|OF [FDA, TGA ] 1. M= % Hx

o SZEU%3| X'd(Journal of the Academy of Public Health)d| AIX{El AMZ22 & O|2{st

ZA0tE Hge =z Ao mat Zap FE En7t o|fotE AMA|HE ofL(Zl, o HH-HeLT
LAH(Clinical Trials)g Z=ARAS. A MF2 "SAIH(ClinicalTrials.gov) 27101 CHEH 2|Z|At
(Sponsor) =&2| MA| EI1(Timely Reporting) ‘g1t gt 24"¢.

- O] 97 o g Huto| H 1 I{H(Reporting Pattern)0l CHet MEZE O[siE HS3HH,
ZTE SHE B 2 X}0|(Organizational Differences)S LA,

- 2 M@ AEM(Large Industry SponsonE YHHEOZ St 9|2 ME{(AMC, Academic
Medical Center)Of H|8§ Z1t MEE ¢ & 218

- H7|¥2 HIOlH £ o|F(Data Transparency Obligation)S &z2|5t7| 2/l 2 XM
(Regulatory Affairs Department)E SO, O|:= ClinicalTrials.gov 21 @7 &9 AFUE ZAnt
BnE o ME QHat ME XA (Expertise) ZE7t S-S AlAtE.

e Of %-_rl 41 fE o= FDA9f 350l =l Clinical Trials Transformation Initiative(CTTI)
Z:
E

- 0] ZZHMEONAME AMCE ZE$t 7|0| ClinicalTrials.gov S22
AP o B EEA M2 (Proactive Centralized Approach

o]
2 =
1
Ot
1

- CTTI”t Ol= FDA&= ClinicalTrials.govOlM H& Ztsot A&A|H0 O 2o A1 FE
(Summary Results Information)2| A|7|HESt FSHH 28t S50 205 J{4M5H7| I
Mare most
[ ] oTro.

- AMCe= YRAEO0| HEr ME(Federal Government)Q| Z1t HE E1 O|BE ZFHSIEE XY
(Resources)dt T2 X|A(Expertise)2 MSH2EM ARX X[ J(Support)e =gt

32X Z=4(Proactive Compliance)E H2{stH, NLMI} EH SFXteb 7|20
B 9fE EFSEE AWM WK (Education)s MSE.

Ssle AAMAIHO| sl ClinicalTrials.govo]l Znt HEES HA|0
M Olo|Ef £ = (Data Transparency)E HEE.

8
>
>
>
10)
™
mjo
[0 MA
H1J 1>

Tof| tHSHM= ClinicalTrials.gov0fl Aoz S2¢6t0 Zut YEE MEst=E e

- Oj= FDAE 94Xt X[A0A AMCe| T2t A2 12{5l0] AMCE X|EHHo =2 FaE{stH,
AMAE &= (Oversight)= SAISHD, 78 2[EH0f CHoE M THAFAH(Accountable Parties)2)
xH

~

e o

g RsHoz B2 ALY

X AMUE AT B

* 2. https://www.fda.gov/news-events/fda-voices/fda-focuses-closing-clinical-trial-reporting-gap

-research-inteqgrity



https://www.fda.gov/news-events/fda-voices/fda-focuses-closing-clinical-trial-reporting-gap-research-integrity
https://www.fda.gov/news-events/fda-voices/fda-focuses-closing-clinical-trial-reporting-gap-research-integrity

LAl S0|-2M|0fL|OF [FDA, TGA ] 1. M= % Hx

1 Ol FDA, E20 QYdAEES et HE3Y A (E20 Adaptive
Designs for Clinical Trials) 2+ X|& ZQF &3 ('25.9.29.)

e 0|3 FDAE E20 YHAIHEES 2t M3 A7 (Adaptive Designs for Clinical Trials)” X|3t2]
AAE K& EOHdraft guidance

mjo
OH
=

g
oo n

o = XA Xote o|Eol 9N 7|&H QZ(Technical Requirements for Pharmaceuticals
for Human Use)Of 2ot =M=t &I2[(ICH) =2t Stof| 24 &.

o = X|F =Qto] B2 MY M7 (adaptive design)E X8 Y& A|R(clinical trials)Ofl CHdH
=
E

S
Holn x3tEl M1 AbgH(recommendations)g M&dt= Q.

- £9|, X|I2Ho| 25 &Ql(efficacy confirmation)dt 2[s-d-7F2d H7Hbenefit-risk assessment)S
X8tz st AAA™HO| A=l (planning), =& (conduct), £ (analysis), 8ll4(interpretation)
YEo ¥ FaAS

- 2 OXFE EQHE2 LMAYOl ME” £ A1 SN JtsT ZOE EESIEE 2HSE A
AN HSY HdA M8 Al 13 AES 2T

X AMUE AT B

* 212 https://www.fda.gov/requlatory-information/search-fda-guidance-documents/e20-adaptive

-designs-clinical-trials



https://www.fda.gov/media/188961/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/e20-adaptive-designs-clinical-trials
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/e20-adaptive-designs-clinical-trials

ZGAp eI S 0-2M|ofL|OF [FDA, TGA §] 2. 2t HER

2 [IREEEE

1 Ol= FDA, ZH[AA|KIC] Y&/d O[slSt7| (Understanding the Risks of
Compounded Drugs) 2t QHH/d Afeh WH(25.9.16.)

o QU8 ZTH AKX H(compounded drugs)E FDA &0 EHX| k2. O|& sliE 7|20| AlEH Hoj
O O M(safety), 732 (effectiveness) L= EZE(quality)2 ZAESHX| %22 2l0|g

® ZX|AA|X|(compounded drugs)= HAHOH S8 QetA EHQ(medical need)E SFAIZ = U=
dgjut =M A A (compounded drugs)Zt HETH EF 7|&F(quality standards)E SE5HX|
g B2 A4=0| 2F ZYUALL 7 H&20| ntrt BRE ZR) SO F40ILt AYS
xefg = UAS. £ SYERN 2fE2| 2tHols ASo| Tt AHBS BEYTHY| ot Mt

as T
A8 S B8 YEI haE & U,

® FDAE QI3tA R0l s XE0| HEHezE [{EE+& EMAHAH(compounded
drugs)ofl 2 = UEE EFSH= A0, 2T AL (federal law)Of M2t X Z=E[X] 42
ot
of

=
Z0F 2AHE QB(risks) 22 EEH XS HI 5= 78 (balance)g ZAMSIT US.

=SxA o =l 2

® FDA= 2YE|AL EFO0| EFBHpoor-quality) =4 X Xl(compounded drugs)Qt ZHEl
SOioh O|EHE Ardiof CHSH Ch=o| ENE X[HEFCZ ZASIL UF. Lok HALNPEHO|AM
ofF ST H AlEol HIYEH =HE2 AL =5t UZ. HIYEH U2 o4F ES
TSI XA SCHe F40|L AHEE xeEfe = UAS.

o & I8t L=(risk-based oversight), S2tEX 1Al(compounding regulation) HE& &, &
74 (policy development), & E&(states) X O[5l A Kt(stakeholders)2t2| 2 2 (collaboration)
SN2 BXE EH3oh7| o At Zh(federal law provisions)2| HEITH T8 HHst= O
A

X HMUE H2 BE

* 212 https://www.fda.gov/drugs/human-drug-compounding/understanding-risks-compounded-drugs



https://www.fda.gov/drugs/human-drug-compounding/understanding-risks-compounded-drugs

]

At2|of| Al K|

3

—

e

it XS

[ Wk

2HH|

i

AL
[=)

e

a

|

=

AR

2

=

O]-2 M|otL| O} [FDA, TGA

o

=
=

0| oF &

2]g: SHo| T2 OfM|EOotD| e

(25.9.22))

PART I

I

% W o oA F TR o @
_M_/ o S Mt od K TE ~u 10 " T Ko = Al
0 — O T ol LuO ol _ _ ™
g op BASEL R hza o owm L
wHw o p Py 2w Ry
ol or oo & 00 10 o ofu T3 ar
RE®m o To¥®@mas X Sorw oo X
ot .ol = | M N N
Hroog ° o = = Ko Bl L R _AT, Klo
ot U = = g oul o = _ H = R Klo E)
o S — Il K ol oo &o i =
ooy =) K . = >3
o i g =2 H &g o _m  F
Ty 2 or oju H.ﬁ_u = “r oL mk n K MA_%U
KA o T 0 N 2 I L.
>3 oo 00 5 w £ F w0 0 ol o
o KF o 2L B0 o 3 = il olo
VT & ETRY < K oo *ﬂ____ < e
N K — TCRN R | N I = = 1| = T
el s DY IV ST o) o o = A gy =3
S wmE I %é:.momﬂ% 30 H S = = w
Wi o . L8 E2H B H . & Kio
of ' U o 2T S 7 KO 2L g 0 |
ol a3 - = e wl <
SRR M
o o + oz m Mol o - oy =
0 fof S Bl W [ Y = =
_%__HE_A_F R Zor s TR 2 :m_m__u.# Ko >
<! = <0 ™~ I 3o o, 7
"X — M Fawo 3 K° imp_ =R G 2
ww o ol Tatm R o= Sw T g 2o
ok SR BT o ggonmm 2oy 2 os
B Lo ogH FoE g& w8l 2
sth B W Lol R d By 8o 2R By
oo gloou Z ™ — LU o oM = 11 35 2 =
._nlu = n 0 - T =T =< S Tl 10 - = 2 =
K4 T S {0 =l —H SN X R o B0 U - <
Do oFE mxDd° S cHES gE 6§
LT g R gl g2 @t 20 2
Tl = = K o = T K o opp D © H ~
KF O Bl B0 - I N~ H T T o Ko
s M oo R T Bopd = gud Mg AR F =
_ 3l Uy of <ol s g o U Ml o Klo 2
TS _ m_ zonflgm ko ool Wy mo IR
BT mE NEx o R Sogy S E Ao
o & ol 5 = RWH T T 05 UR %
TOR o QMR RO woh uJHS Tl <O
oW BST TROAWMME =F0 31 I R WA
. I . 1 1 1

—

|

Al

O2E AILtO] ofnttfst2 E4HH OFMEOH| =

(Mount Sinai):

s

=

o
o

https://www.whitehouse.gov/articles/2025/09/fact-evidence-suggests-link-between-acet

aminophen-autism/
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(consensus statement)O|
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https://www.whitehouse.gov/articles/2025/09/fact-evidence-suggests-link-between-acetaminophen-autism/
https://www.whitehouse.gov/articles/2025/09/fact-evidence-suggests-link-between-acetaminophen-autism/
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—‘?J*'(precautionary principle)0i t2f F2 AFEHS0| Y4l & OtM|EotO| - (Acetaminophen)
ArgE IO = A2, 3| IiR22| d0lst Y42 X227t EQStX| %t dgiLt E3F &%
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FHIIE, FR Y40l U MARST BEE RFO Y4 F T2HEIS(paracetamol) AFEO
T2 OHS9| ADHD E& RS W I8 B3 TS UFH.
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gn o o

SHEEM 2| retatrutide 2AE2 SOIE|X| RS A(unapproved new drugs) & EHZE EA|E
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o = ZAZ2 2H oofE0f Cigt ¥ =M ZE2|7|F(CGMP) 1 fEt T ST AES
Q0okst 4 Agt A™E(CFR) M21E HM210= U HM211Z=(21 CFR parts 210 and 211)E
XFXSH A
oL= A

o SHTAN I HMESH 704(a)4) 28 HH O|%E H=E, 7I85, =& s E g
Ald, e x1|71|7+ CGMPE ZOHA| Yooz ST oFE2 FD&C Act A[501(a)(2)(B)E

L
(21 US.C. 351(a)(2)(B))2| 2|Oj0A 2Dt H|Z(adulterated)2

2 ZtFg
o TX| Algh & Z0Y 8 T YUY 7IF 152 O|Lfoll AIF I R WX =X|of o 2 Mstn
oE MRE MEe A

x HMUE ¥2 BE

* 2I&: https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/wa

rning-letters/yangzhou-yulou-paper-products-co-ltd-710907-09092025
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MHAtet, MAL B FDAE ST M7t COHS HES RSt ASsS =l

- QIZF 8k human amniotic membrane) S2i XM=

- Y8 @mniotic membrane) &2 2 (chorionic membrane)-&7t& (intermediate layer) & EfEHE}

- QIZF 2 ZZl(human dermal tissue) S92 X =

o = FuF2 oY YAl MEFS0| At AFE, oUE A HFYFR(FDAC Act) H|505(@)Z[21

U 1§ flEst=s SRR AM2kunapproved new drugs)22 27| &Y.
EE2 3ZEAYPHS Act) HM351@)(1)E[42 US.C. § 262(a)(1)]E QlHtst=
A2 MEsHH H|A (unlicensed biological products).

® PHS Act A[351(a)
US.C. § 355]0] [t
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B oot - 22

] O]= FDA, BLA 7™ £91(25.9.15)

e AEZH: VYJUVEK

[ ]
0
o

2°d&: beremagene geperpavec-svdt
o JHE &Y 2025 98 12¢

e FTQRLHE: O/= FDA

STSEAMHAY H351X (@0l et H=E VYJUVEK®(beremagene
geperpavec-svdt) 7H =

ox rlr
mjo

- 2 ¥e I BO|E2| B (dystrophic epidermolysis bullosa)s 7HX 491 3! A0t EHXHOARE
| 2= o} ol FE7L A} = HS K| s 7HE SHHAQ

X AMUE AT B

* 212 https://www.fda.gov/media/188709/download?attachment

1 Ol= FDA, Tt FALE pembrolizumab % berahyaluronidase
alfa-pmph 5¢91(25.9.19.)

o
o

—_

e 0|= FDA= pembrolizumab 3 berahyaluronidase alfa-pmph(Keytruda Qlex, Merck)2| I
FAb(subcutaneous injection) M™®2 pembrolizumab(Keytruda, Merck) WM F
(intravenous) M&0| &0l 4Ol Sl A0t 0 A(solid tumor) B-SF0f Cisl SISt S.

>

® T S(efficacy)2 FAIE TO|H H[AMIZEH(NSCLC, non-small cell lung cancer) At &
EGFR, ALK, ROS1 ®0|(genomic tumor aberrations) Si= EAE o2 HAIE FZHQ
(randomized), Ct7|2Hmulticenter), S7l(open-label), &+ Ci & (active-controlled) AR Study
MK-3475A-D77(NCT05722015)01lA4] B7HE. & 377 2tXp7t 2.1 229 i (randomization) | Of
630OrCH It FAl Keytruda Qlex + &2 7|8 0|F 3152 H(platinum doublet
chemotherapy) =& 630ICH O AL pembrolizumab + B3 7|8t 0|5 215t HE FO{R/US.
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ZapeeEi e S0/-2M|0tL|0F [FDA, TGA §] 4. §{7-5¢

® F2 =X (primary objective)2 EYM FALH pembrolizumabil HlW ot M5t FALE Keytruda
Qlex ‘=Z(exposure) W72, 0|F T2 2ASSHPK, pharmacokinetic) B7t Ha= 137
AUCO-6F H 3F7|(Cycle 3, B4 #EH, steady state) Ctrough®S. &5 H7H(efficacy
outcome)= YA S Y ZEBICR blinded independent central review)0Of| 23+ M| BHSE
(ORR, overall response rate), BICRO| 2|ot XIS HE(PFS, progression-free survival), TKX| HE
(OS, overall survival)O|} 2

wH| Stoh(1F7] AUC0-6F 96% Cl, 3F7| Ctrough
08 &32g mst F£0{ Keytruda Qlex = Q= ORR
B E0] pembrolizumab T 42%(95% Cl: 33, 51). PFS, OSOl& {2l

- A®E2 PK It J|1E2 B
94% CI)O| Hl 7tsd 7|&
45%(95% Cl: 39, 52), ™
I}O|'— —l|-7c|-E|7(| oro %

- ==

N
of
> Ok
T
[nm

o XN HEOols HADHZH O|&Et-S(immune-mediated adverse reactions), 1t2& (hypersensitivity)
2 F0] &3 B-S(administration-related reactions), &3 ZER2AME 0]4l(allogeneic hematopoietic
stem cell transplantation) 2t'E%, EfOI-EfO} =44 (embryo-fetal toxicity) @1 ETE|O UZ.

o Y EZ(recommended dosage)= 395 mg pembrolizumab + 4,800 tH2| berahyaluronidase
alfa-pmph& 3F0OIC E£& 790 mg pembrolizumab + 9,600 T2l berahyaluronidase
alfa-pmph& 6ZF0iCt FOistH, ZEHY ZTlHM(disease progression) £& & =27t =4
(unacceptable toxicity) &'l AKX AL Fog

X YHLUE FE =

* 212 https://www.fda.gov/drugs/resources-information-approved-drugs/fda-approves-pembroli

zumab-and-berahyaluronidase-alfa-pmph-subcutaneous-injection

_] 0/ FDA, HtA ZZ F(Barth Syndrome) ® X|2HZ EZ2X|L|E|
(Elamipretide, Forzinity) A 714 591(25.9.19.)

e 20254, O|= FDAE HtA ZFF(Barth syndrome) XIZXHZ HF 30kg 04 BHXHOAH A ElE
ZEX|L|E[(Elamipretide, FORSGENITY) F=ALH|Of CHSH 7t% & Ql(accelerated approval)stR=.
HtA S22 M=ol ofjHX| 44k 7|22l 0| EZE2[OHmitochondria)dfl H4dt= 3|5t
SOstH dHS f(ddsts HEetel

e HA SSFL FZ HMOA LMD, LEPHOo=Z HOot7|(infancy)ll 5T MEF(severe
heart failure)22 A|ZE|0] Z7| Ate(early mortality)S Z2feh HAEHI| 9 HOI7|7HX| M=t
SIS I Z(fatigue), M2 X3l(reduced endurance) 2& £ Ui (exercise intolerance)S
AP HiA T SRt 4o it gy Yl EMO 24 3A dyES T3

— O T - o oco=2 =
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ZapeeEi e S0/-2M|0tL|0F [FDA, TGA §] 4. §{7-5¢

® I ZX|L|E|(FORSGENITY)= O/EZEZ|0f LJE FX(mitochondrial inner structure)o| Zetstod
X2t Zls(function)2 ZfMste WAo=Z 8% FDAE ZEEX|LE|Y Cis] 7t% 59
(accelerated approval)St i S.

- 7% 59 M= SOt H2kserious condition)g X|Zdt1 0O/FZF 9|2 2 (unmet medical
need)E SFAI7|= Y= (drug)0il CHoH, SRt O](patient benefit)2 CIFY 4= JUACtD 2|HoZ
TCE| X2 2™ EOMSHK| = %+ 7180 Wet =7 SQl(early approval)2 185t= XY

2 &H&H(knee extensor) =& 7H
A MALL O He| 28 += Ue

[1u
Rl
-
m
1o
N
>
ol¥
ro
rlo
-0
o rx

L

g ZHZ & FDAE= 0|2{3t 7§ MO|
oz 0|

24
2

rE ik H
Ral
1)
nz
A
A
o
o2
=
in|
o>

[ ]
d
-

Hiw ofy b
ol
o

r

ZTHOZ FDAE EEZX|LE| MZEAHmanufacturer)|A 317t & FZ2|(randomized),
W A (double-blind), P2 Z=(placebo-controlled) &AMA|H(clinical trial)g MA|SH0] ZHEEl
=3 W37 AE At O|F2E O|0X|=X|E HQlst=E a7 &

°

40

e EEX|L|E|& IR0 gt B ImSt(subcutaneous)Z2 FOE. AMAIHNAM THE S

(adverse events)2 BTN SSEL| FAF £ Bt3(injection site reaction)O| A=
Cist SCH$H B2 (serious reactions)= 2=,

[l rot
A

2
1o
E|of

K rlot

N

AMH (application)2 M A At(priority review) CHACZ X|HEASH, ZE2X|LE& 3|
O HZh(rare pediatric disease)2 2 X|HE. FDAE EEX|L|E|Q| 7t% &0lnt & 3|4
of ZHzt @M HMAF HFRX(priority review voucher)S AEA HHO|2H| 2t El A (Stealth

Biotherapeutics Inc)0 203t S

L

x HMUE ¥2 BE

* 212 https://www.fda.gov/news-events/press-announcements/fda-grants-accelerated-approval

-first-treatment-barth-syndrome

] 0| FDA, Caprelsa (Vandetanib)0l CHSF @IET@7F U ool
(REMS) ol H|(25.9.22)

o 0= FDAE ?dé,J IIEHI Caprelsa (vandetanib)Oﬂ Oiot @IE@7t X Aot EF(Risk

® FDA= 20113 FO|&[ALt —:—%’51 M7t 27tse 2txte ¢ +=E & (medullary thyroid
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ZNOR e = 0|-2M|ofL|OF [FDA, TGA §] 4. 5{7}-5¢l

- GAl HES AT 2lS(heart rhythm) ZLE D QFESH ALgS EE5EY| 2o REMS Z2 70|

—

2TEAS.

- 104 O|de| &= 7|7t &2t REMS H7t Z1f, O|=70|M CaprelsaE S8%t &t & EEAE E
HEOIX(Torsades de pointes) == A2l 2HO| UAAHS AIY A= EX B
A& HOHOME MY 2|5 Xt 2HE 2T Ctot IfEH2 LIEILLX

(¢]
~

® Caprelsac &9% NI HEE AL ISZEXT, Q=2 §H o EYE 2S5 (special

certification)O|L} E&E & X2E HOM 7 ZLEHEO| ZQSIX| %S,

® REMSE FDAZL BCHsH QA P 2{(serious safety concerns)?t U= EF A=0f CHs 27E ==

e O ZRIWOR, 2o RYN0| YIS NISHe HS BIT| AT HY.

- Caprelsal| 2Hd @FArOl= Q= Zlof TS o|F A WK (mandatory training) X X 2 LIE{ZI0]
ZHE(AUS.

X AAUE 28 BE

* 212 https://www.fda.gov/news-events/press-announcements/fda-removes-risk-evaluation-and-

mitigation-strategies-rems-caprelsa-vandetanib

_1 012 FDA, M2 (Keytruda Qlex) £9!(25.9.22.)

[ J
10

F= Y. Keytruda Qlex

—_

[ J
40
o
ox

&=: pembrolizumab and berahyaluronidase alfa-pmph
o 501 2025 9 19¢

o FRUWE: FDAE HEEZEZ|FE FYFAL HEE 42 A 124 O]y 20t0M ¥ (solid
o sy o
T o [=]

tumor) 83% X[EE

X AMUE AT B

* 212 https://www.fda.gov/media/188256/download?attachment

_28_


https://www.fda.gov/news-events/press-announcements/fda-removes-risk-evaluation-and-mitigation-strategies-rems-caprelsa-vandetanib
https://www.fda.gov/news-events/press-announcements/fda-removes-risk-evaluation-and-mitigation-strategies-rems-caprelsa-vandetanib
https://www.fda.gov/media/188256/download?attachment

ZNOR e = 0|-2M|ofL|OF [FDA, TGA §] 4. 5{7}-5¢l

_1 Ol= FDA, XHE
HXI Ald(25.9.22)

oA

Al X| 28 Leucovorin Calcium EH| Al {7}

e 0/= FDAE =|gL ZAEZ(Cerebral Folate Deficiency, CFD) XS I8t Leucovorin
Calcium X2 £212 7HAISHE S,

- CFD= 4| AZO| ZX0l HIELDION Hikfolate)2] =l LH &0 FEHS O|X|= AMASHE Azl

- CFD A2 22 XAt eA AtmA EZ-Of: At2|H oAt .
ol21g), YZ(seizures), =& X = ZOf(coordination disordens EO|& A2

® FDAE 2009HEE 20241 AtO| EtEE 2 (X & HEI} ZsHEl At
Hole Z=ghe MAXMcz HES Za, i

80| @ 4 Ck: ZEL WD E

N Rk
D

0
ox
HC
N
N
—
)
c
(o)
o
<
o
=
5
Q)
L
o,
c
3
=]
a)
M

® FDA =% OiE| Ot7t2| HiAKMarty Makary, M.D, M.PH)E “X|ct 207t XHEH B (autism) EAE0|
HISHCo=Z 48 S7IUCt 0t0|50] & fon, AUSE HMHE K=o Y2 He|7h UCk

22l 0= IS 28 0o Wsty 7|1 g4 5 HE5tD ALKt AGsIAS.

® FDAE= Wellcovorin (Leucovorin Calcium)2| 7HEAF GSKeF @ 25t0], CFDE &%+ d¢l & A0t
XA ST AES OHMStD WMo Z AESt7| s st sHA ntEN HHE Zst

ot EAE O S8l

—

- Eoh O] Y=o AAUS7HNew Drug Application, NDA) E-FAQl GSKE FDARQLS| T{E7|
(relabelling) ZH 10l CH3H OfH| X2 HEHSI/|2 Hol5tAS.

® FDA 2IUEHIIAHFME{(Center for Drug Evaluation and Research, CDER) &% ZX| E|E
Ot4| EAKGeorge Tidmarsh, M.D., Ph.D.)= “FDAE Wellcovorin®| 7|Z 2 S ristr| sl
GSKe} @=st ot o] =2 Pt E3Hchronic disease) X|ZE ol U= EZE M
dolgt 7|32 E RAMSLIICHE FDAS| oX|E HtESICE ot FDAE AtHFZS| 22 RelZ &of
K=5t7| 23t =82 A& Ao|ch2tn gfg.

® CFD= AHZFZ EFE2 =&t MFEMUIE T4 (neuropsychiatric symptoms)at g4t +=&X
2 It(folate receptor alpha)oil CHSH ©H X7t K| (autoantibodies)?t AEkl= H &Hs

A HEOME ENE RS,

- 7Lt 0] HEOIAM Leucovorin AHBOH Bt 018 Fh5T HIOIE{OlE B Yo, OHF AT}
a52 B A% A7 @7 Wy,

x ANUE 22 HE

* & https://www.fda.gov/news-events/press-announcements/fda-takes-action-make-treatment

-available-autism-symptoms
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] O|= FDA, BLA £91(25.9.22)

e 2FET: PAPZIMEOS
® F2/=E: zopapogene imadenovec-drba
o 591 2025 82 14Y

L{&: FDA= PAPZIMEOSE g MEE 2Z7| R55S(recurrent respiratory papillomatosis)
(o]
°

15 SelstA=

X AMUE AT BE

* 212 https://www.fda.gov/media/188256/download?attachment

] O]= FDA, BLA 7™ £91(25.9.25)

e °EH: ABECMA

e 24 E: Idecabtagene Vicleucel

e 59012: 2025 9 25¢

o FRLfE: 20253 3 269 TE HFAMe QFES O|= FDAZL SQ3IRAS. ol a2
SBEAY(Public Health Service Act) H[351(a)Z=0f M2t NEE M2 AA| 317“._'@*1

BLA, Biologics License Application)2| E2t2 2, idecabtagene vicleucel(ide-cel) %X[& &7
XN|Z(DP, Drug Product) &% H(infusion bags) 50, 250, 5000 Lt2X|(overwrap) =22 Z&tst

—~

e 0|0 et 20254 98 22Xt =X 03(Amendment 03)Z H=E | QIM E(Package

omj7|x
Insert) 0Ot L1t 2kE Ot A (Medication Guide) X0t LS SQI5I%S.

X YMLUE JFE =

* 212 https://www.fda.gov/media/188959/download?attachment
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] Ol= FDA, ER ¥4, HER2 2’4, ESR1 =HHO| TI¥/d == Ho|d
Surel X|2H| Imlunestrant 521(°25.9.25.)

e 0|3 FDAE O|AEZ7 £=8H|(ER, Estrogen Receptor) ¥4, Q17+ Am H& QIX} 2(HER2,

o
Human Epidermal Growth Factor Receptor 2) &%d, HAEZA =&X|-1(ESR1, Estrogen
Receptor-1) 0| Y L= TOlE YUY 2t T 2 o A Ol¥el W&Hl Xz =
Ao = Mol SXE Moz oAERA 88X ZFAH Imlunestrant (HEY:
Inluriyo)E & 2I5t% 3.

® FDA= EESH Imlunestrant X| 25 |3t 1 SCHO| S SHXE AHSY| ¢

ESR
7|7|2 Guardant360 CDx ZAAIS %%H&%

rot

b Sut RICH

= - L=

252 EMBER-3(NCT04975308) ATFO|A BILE|AZ. ST A= FE%l(randomized), S7H
Hopen-label), &9 CHZ=(active-controlled), Ct7|2Hmulticenter) Y&A|HSZ, OFZOFELA|
dI Xl (Aromatase Inhibitor) THE E= CDK4/6 X X|(CDK4/6 Inhibitor) ©& X2 ZAEO|
UqE ER EY, HER2 24 =2 TI¥Y £ MO8 YUY Xt 8748 S SE5I%S. PARP
AXM A (PARP Inhibitor) £0f CH&AE HlZ| RS,

o R
=

® XS Imlunestrant, ATALZL MEHSH LIEH| B(Fulvestrant == Exemestane), == F715 2l
AT HE Q¥e=z 1111 HEE FAY HEEAS. FAY HIE2 CDK4/6 AH A OfF
K& OoF, LHE ZTO|(visceral metastasis) 05, x| (geographic region)2 HE2tE| U
ESR1 SOl HEl= Guardant360 CDx HAFE 0|88t &l =2 Y DNA(CDNA,
circulating tumor DNA) 2422 HHQIE|on, Z|ZtE A =02l £ ESR1 SAUHO|Z
Mot A=

g5 | 3 ZHXFOJA] Imlunestrant@t H-FAIZF MEHSH LYEH| 2
wot S?Xf ot RXIM M= J|ZHPFS, Progression-Free Surviva)2Z2 HILE| S, 7|E}
HEEZ(OS, Overall Survival) R X HESE(ORR, Objective

mjo

® ESR1 HO| X2 (n=256)0A Imlunestrant?t SI71AF MEH Lj2H| QS Hlwst ZAut ALXIt
Hotot PFSOll SAE2ZE Fo|oh XHO|7F BHEE|IAS. S PFS= Imlunestrant =0l A 5570 &
(95% Cl: 3.9, 7.4), AFX e FO|M 3.87HEH(95% Cl: 3.7, 55)US(RI&H|l 0.62 [95% Cl:
0.46, 0.82]; p=0.0008). ZAX HLSE2 Imlunestrant T 14.3%, ATFA ME 2 7.7%R 3.
PFS 24 A|E0M= OS HIO|E7t H5E|X| UUAOH, ESRT B0| SXHEOA AIRER 31%AS.

[ ]
d

|.X

rlot

& S5t O|AHEES(>10%)2 EAHSHE 0|4 (hematologic abnormalities)s Z26H0], o222
Zt2(decreased hemoglobin), 2= S35 (musculoskeletal pain), Z& Zr2(decreased calcium),
3T 2 (decreased neutrophils) AST Z7k(increased AST), IL|Z(fatigue), & Ak(diarrhea),
ALT B7Hincreased ALT), 38X F7kincreased triglycerides), 2] & (nausea), AT ZHA

_3‘]_



ZapeeEi e S0/-2M|0tL|0F [FDA, TGA §] 4. §{7-5¢

(decreased platelets), HH|(constipation), ZSZ|AHE S 7t(increased cholesterol), =&
(abdominal pain)O|AS.

® Imlunestrant®| MY 2 Y T L= HE =7ttt 50| LEFE W7l 1€ 12
BT 400 mgO|H, &2 AAF X2 2A[ZF H S5 SE = YA 1AIZH 20 Albgh

e = ZHEO = FDA B7IE &OISHH dt7| flsf MEXZE AgHez HEst E7t X Az
=]

(Assessment Aid)7} AFRE|S. Imlunestrant= A= A Ak(Fast Track) X|HS 24,

x AAUE 28 BE

* 22 https://www.fda.gov/drugs/resources-information-approved-drugs/fda-approves-imlunestrant-

er-positive-her2-neqgative-esr1-mutated-advanced-or-metastatic-breast

] O]= FDA, BLA £9!(25.9.26)

o S dE: HAZIZEZ HM FAM, human-kthm 10% solution

o FQUE: O FDAE HIAS=ZEZE HUWFAL human-kthm 10% A0 CHs S2AUS. HY
S22 JUYFAL QZhkthm 10% SH2 ALtd HHNY HAZEST MHlol K20 AtEE

X HMUE H2 BE

* 212 https://www.fda.gov/media/188985/download?attachment

1 0I= FDA, 3|7 W2H| =l YEHiS0 et M22 X2Y 52
(25.9.26.)

e 0= FDAE &0 29| B33HX| Y7Lt 20| 27ttt 42 ZHAUS 2tAtel K28

218l Palsonify (paltusotine) §HE S2HS
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https://www.fda.gov/drugs/resources-information-approved-drugs/fda-approves-imlunestrant-er-positive-her2-negative-esr1-mutated-advanced-or-metastatic-breast
https://www.fda.gov/drugs/resources-information-approved-drugs/fda-approves-imlunestrant-er-positive-her2-negative-esr1-mutated-advanced-or-metastatic-breast
https://www.fda.gov/media/188985/download?attachment

ZGAp el S 0|-2M|ofL| O} [FDA, TGA ] 4. 3{7}-5¢

FEEACH S (acromegaly)2 L& B (bones), & 7|(organs) X 7|E} =Xl (other tissues)O| H|CHsHX|=

)0l H
|7 Li2H| ZEKrare endocrine disorden Q. k|Sks=H|(pituitary gland)0il ZHelist 24 Z2¥(benign
tumon) 22 Qo 4% = 22 (growth hormone, GH)O| 1tCH EH|Z|HA O|2{st Rztrt Ehdst

[
ml:l

|ot

® Palsonify?| M1t F&

0x
rlo
n

o] 79, o|3Yd, /I thx 38 FF0M BIHEAS.

_{

-G 1 UTACHS MOl S 11120 Palsonify = YIOFS SOIMQLS Fo WItH4E
Motsts AR (@2 SA M QR [GF-1) X GH £XI7H HA welo) S MepS Las
AP HIB0I1S. 24% AIHOIA Palsonify SOZCl se%st MsfelE xHE2 wyuMon,
SlorRe s%ol SRS,

- QT 2 J|Z0| CHE o2 KRS W1 W2 HYH LEAHHS Y BA 58FO| Palsonify
T 9lorg SO{wole. 365 AIEOIM Palsonify® HEHSH Sixtel 83%7t MsietR mEE
QRIS HHE, SIOFR2 4%0t QRIS

® Palsonify= EHMZS(EHZM, cholelithiasis), TSI, hyperglycemia), MEYS(HEH,

hypoglycemia), AW (XA 8t bradycardia), &M 7|5  O|&(thyroid function
She(CH L] DtEst X[, steatorrhea) S AO] X|gt Z4 Zhoj
(malabsorption of dietary fats), H|EF2l B12 =X| HZ}(changes in vitamin B12 levels)E FLE
fI™0| AS.

o
L

abnormalities), X|

o JIY =3 O|MHtE2 MAldiarrhea), S-&(abdominal pain), HAJHSZ(nausea), A8 ZE|
(decreased  appetite), A% (bradycardia), L&Y S (hyperglycemia), |ATEER EF,
gastroenteritis) .

o HT X7 82 40 mglE, 35 HEf(AA = F|A& 6AlZt o, & HAM 34 =)o St
S 1Y 132 B FOi5tH, Cha AAF Z|A 1A[ZE HOj| S83{oF &

olo
AAO.

|7t St Li2kof 2t 22 Al PalsonifyS YAIKCZ 20 mg 1€ 13|12 ek 5=
80| sfAE FOo= 40 mg 12 13| F04E XH7isHoF &
® Palsonify 40 mg 1 12| £0f 2~4%F =, 2HXtO| IGF-1 =X[0f M2} 8-S 60 mg 1€ 122

=2fst A ol
oEo‘:céI-TNIH:l.

X HMUE H2 BE

* 2|8 https://www.fda.gov/drugs/news-events-human-drugs/fda-approves-new-treatment-acromegaly

-rare-endocrine-disorder
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TNIX (HPRA), 2024 ¢ H1 A s (259.17)

b=
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_| OFUFHE Z1ZH|

olo

® 20243 HPRAS| F&

- O|27|7| O|AF At B 3,672740] CHBH

olo

H
A

- 9|2 7[710f| CHSt Al &AL 40325 7HAIR

MZ=L0A GMP HAL

—
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bt

o|tE Mz=YH|ol thet GMP

Ho
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ol
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2,553740|
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HA&AHE S5 4, 240[0o
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nnual-report-2024.pdf?sfvrsn

Aol

o
(=]

2l

-

=
[

{

=
—

3

pr
—

https://www.hpra.ie/news-events/news/article/hpra-publishes-2024-annual-report

of 2F
TEE AL HAEAS.

ot
a.
.

[e]
=

|

* 2024 E31 A ™E: https://assets.hpra.ie/data/docs/default-source/corporate/annual-reports/a

x MU

*


https://assets.hpra.ie/data/docs/default-source/corporate/annual-reports/annual-report-2024.pdf?sfvrsn=8164e07d_6
https://assets.hpra.ie/data/docs/default-source/corporate/annual-reports/annual-report-2024.pdf?sfvrsn=8164e07d_6
https://www.hpra.ie/news-events/news/article/hpra-publishes-2024-annual-report

I CIEIE o8 [EMA §] 1. M= 3 M

1 83 2AAEHEMA), EU 78 2025/1466 Al¥0f 2ot HO|SEE

*

(1Xt 78%d)(25.9.17.)

2 AESZFHXI ot EudraVigilanceOl Ao ADOFE|[HE EFX| Al AFRQ|
TEQF SO AL IIAXILl Fo AL Cfst 4SS M. ol2fst HAEZ EU

23 M MAC SEA EE 4 H

o

cENSE

=

ot

11l
7
(0]
rE
=2
4o
4
19
Mo
o
Rl
N
i

(GVP) IX 71780| 2026'd 2&27| A& ofd0|et= &7 F7t.

SMUE BE =

A& https://www.ema.europa.eu/en/documents/other/questions-answers-implementing-regulation

-eu-2025-1466-amendment-requlation-eu-no-520-2012-conclusion-signal-detection-eudravi

gilance-pilot-marketing-authorisation-holders_en.pdf

1 88 o|AZH(EMA), Visudyne(verteporfin) 325 %(25.9.18.)

Witsd ZAZ 28 2020 5EEH Visudyne 325F &80 AZE O 3.
2022\ 1/427|0| Y5 35580 & 2FL[U2Lt oM =25 FF57|0= 2528

0

MZ2 S2%0| 2026d 787X =@ E AO|H SE88F2 2026 LA XHE A=
ol & &

[ I

SMUE BE =

* 22 https://www.gov.uk/government/publications/orphan-registered-medicinal-products#full-

publication-update-history
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https://www.ema.europa.eu/en/documents/other/questions-answers-implementing-regulation-eu-2025-1466-amendment-regulation-eu-no-520-2012-conclusion-signal-detection-eudravigilance-pilot-marketing-authorisation-holders_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-answers-implementing-regulation-eu-2025-1466-amendment-regulation-eu-no-520-2012-conclusion-signal-detection-eudravigilance-pilot-marketing-authorisation-holders_en.pdf
https://www.ema.europa.eu/en/documents/other/questions-answers-implementing-regulation-eu-2025-1466-amendment-regulation-eu-no-520-2012-conclusion-signal-detection-eudravigilance-pilot-marketing-authorisation-holders_en.pdf
https://www.gov.uk/government/publications/orphan-registered-medicinal-products#full-publication-update-history
https://www.gov.uk/government/publications/orphan-registered-medicinal-products#full-publication-update-history

I CIEIE o8 [EMA §] 1. M= 3 M

1 8 CJeEH(EMA), 2ekE ™ F7|(lifecycle) 2| 7HASIE flst
Mz2 HE 710|=2121(25.9.22)

o T2 UE: FEUYEHEMAZS QA=
I

Mz2 #HE Jtoj=etel ZrE g o

o EMARI SEOIUEZERNHERTL Xz el M2 EC HF 7I0|EEIQle HCf w21
SEHO HE NI o ATS{7tAXIeL FHYs BEOAH " AL,

e O| 7I0|E2t0l2 2026 18 15YFE A[ES AR EMAO| XS5t #g AHE0 B8 24
AT 7HARE MEZ2 EC 7H0|E2tQlS & Isto #H3tof ChH[siof &

o AES{ZtARISl MZE2 #E 7to|=gt
WEE M2 22X XHE 2rY AY.

ro
o
0%
mjo
Ral
o
Ot
N
Ho
)3
m
<
>
7

= 20254 12€ LXK

o MZ2 XFo:= th3a Z2 YHE fIst st =27t /Y22 8 AY:

- M22 2F AMAo o

i
rE
o
i
o
=2
&
o
=1
=
p=
iz
a
oA
HC

- 57t = ©E #@E| ZR2EZ(PACMP) 2 HE © 7| &l EM(PLCM) Sit €2 F7H50

T =& HEY EESt= Y™

*EE 2 I EC % HMA 3 ZE:

https://ec.europa.eu/newsroom/sante/newsletter-archives/67084

https://www.hma.eu/human-medicines/cmdh/procedural-guidance/variation/revised-variations

-framework.html

X YHLUE JFE =

* 212 https://www.ema.europa.eu/en/news/new-variations-guidelines-streamline-lifecycle-mana

gement-medicines

_37_


https://ec.europa.eu/newsroom/sante/newsletter-archives/67084
https://www.hma.eu/human-medicines/cmdh/procedural-guidance/variation/revised-variations-framework.html
https://www.hma.eu/human-medicines/cmdh/procedural-guidance/variation/revised-variations-framework.html
https://www.ema.europa.eu/en/news/new-variations-guidelines-streamline-lifecycle-management-medicines
https://www.ema.europa.eu/en/news/new-variations-guidelines-streamline-lifecycle-management-medicines
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UGG 83 [EMA S] 1. HlE o

8 HAAH2I(EC), AHE—S— o3 SIAMA AMR DEL{A T=.
=1 E

SHEH Lol ciEt AR W " 9
(25.9.23))
F9 U8 SEAS 9239, HUA BMA LY ZEHNS 34 U

(https://cordis.europa.eu/project/id/101217154)

Horizon Europeol SS2E XF(7,5008 RE)S X|Hdte=
A MA BHE dste Alast oA Q 28H W EIXIE {18 AY.

of ZRIUL 307HF 537 JIWmS ATVHOEMN HUHO 7 W HS FNY A,

& https://research-and-innovation.ec.europa.eu/news/all-research-and-innovation-news/ne

w-european-partnership-one-health-amr-eu253-million-research-and-innovation-against
-antimicrobial-2025-09-23 en

S okEXEMA), SESMYIERIT([EU-IN) Ol AL(ZRIE A71Y)
HIOM: X|2X| Sz MAS 28t 401 = X 2(ELMs) (25.9.23)

T2 WE: Aotl= ME2 7|E L AOotA= MZO Q3 YFHY0| £ole M=E ofofz

1. M Z(introduction)

1.1, BE0M 27 % =5 (Rationale and objectives of the report)

1.2. HOIU=T = 2| 82| (Defining Engineered Living Materials (ELMs))
1.3. ELMs =% (Classification of ELMs)

2. XNzH o 4= 9

therapeutics

ot ELMs HM-& (Applications of ELMs for in situ production of

~

2.1. ELMs ‘4’d(ELMs fabrication)
2.2. ELM H& (ELM applications)
2.2.1. Y (Oncology)
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https://cordis.europa.eu/project/id/101217154
https://research-and-innovation.ec.europa.eu/news/all-research-and-innovation-news/new-european-partnership-one-health-amr-eu253-million-research-and-innovation-against-antimicrobial-2025-09-23_en
https://research-and-innovation.ec.europa.eu/news/all-research-and-innovation-news/new-european-partnership-one-health-amr-eu253-million-research-and-innovation-against-antimicrobial-2025-09-23_en
https://research-and-innovation.ec.europa.eu/news/all-research-and-innovation-news/new-european-partnership-one-health-amr-eu253-million-research-and-innovation-against-antimicrobial-2025-09-23_en

* RE

pecl i o5 [EMA S] 1. =

¥

2.2.2. 4 (Infectious diseases)

223, B4 E84 (Wound dressing)

2.2.4. M’d2lst (Regenerative medicine)

23. EIC ZE2HE (EIC projects)

3. ELMs 7§2t Al YA (Challenges during ELMs development)

3.1. 23 % XMZ (Quality and manufacturing)

3.1.1. BiX|ZE L3bd 9l EF J|E (Batch-to-batch consistency and quality standards)
3.2. 3D Z2I& (3D printing)

33. 2| & 2 (Process and storage)

3.4. A (Pre-clinical)

0

3.5. &4t (Clinical)

3.6. 7|Et Al (Other challenges)

3.6.1. &2| (Ethics)

3.6.2. A4 (Design)

3.6.3. HECT (Biosafety)

3.7. ELMsOf| ME8E&|&= #AM A (Regulatory framework applicable to ELMs)
4. MIOALEE (Recommendations)

41. M 2F M A (Regulatory classification frameworks)

42. O|%E Q70| Lt X|E (Guidance on pharmaceutical requirements)

>
=

41X

(0
J

43 HYA 9 Add A0 CHst X|A (Guidance on non-clinical and clinical requirements)

5. 2023 (Reference List)
=
i |

6.
6.1. & (Methodology)

dHUE BEE =

https://www.ema.europa.eu/en/documents/report/engineered-living-materials-situ-production

-therapeutics-eu-horizon-scanning-report_en.pdf
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S8 [EMA 5] 1. ®HE %

H2& H|H A74(25.9.25)

o =9 UWg: o|H F RAUOIFH(EUDA)2 6 EUDA O|ALS|7t X{ElSH M2 M A(ICHE
S71e:  https://www.euda.europa.eu/publications/work-programmes-and-strategies/euda-inte

rnational-cooperation-framework en

e [CFE OFef tad SHRHIEA|Of CHEH =AY ZSE 3 2 7|2 M=% A HXES Folgt
Ol= 20249 7¥ EMCDDAZ EUDAZ HIHAM XN dg0| S ZtEo e A,

[ MY FE ]

e FEULH OFerof CHet UM CHYEHQl HZS sk 7120 S8t ZRists O0reF sikof
ZMHoZ fE5t7| sl EUDAE =X FHIOIEL] U O|sfEA Kt HHS A =2
Zsista QIS O] 2 7|20| OIE Aol Qf Xl XS ZLHE, "It 24, o=
922 OS Mg Al

o O|E ol EUDAE CtS 4719 MerEHE Sof =M g2 s & A

- MEFEE 1 EUO| IREAL F0| AS = U= N OreF A L DL [HE

- ME=EHE 2 EU W B U OIRAIARIC TEEHY, AREX, O & OtEOo| g2 O/E £
[XE EUL| X[HOA LMSH= OFeF 2hH ™0l Cisi =Al/ EU =UtEL 9 O|satA Xteto)
2125 o=

- MEFEE 3 IZANEH AOAM = 5 Asvtset A Zoto| A wg 8l Mot X[

- MEERE 4 =M HHIIEH 9 OlsfEtA Xt 7|awd =g 8 3N ZLHY S oret
TZZIOO| EU 2t ol £ M2

e 0| TEHFHEE EUDAS dIutz 2o A =FE ZAOo|H, ¥7|HQ ol ZLIHES &7
2o o] ZEoj Ciet el gdupX|E7; OFHE ALY,

X AMUE AT B

* 212 https://www.euda.europa.eu/news/2025/introducing-euda-new-vision-international-cooperation en
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=9 of

=2 L=

YEHALR, A4S HLEE HE0 521(25.9.26.)

F2 W8 AMVV HM2z=0f A 2220 YO, OFE RAM It FO7t 4™ UAL
oldEle BR0 et 88 XR0 3{7tEl H|ZE naloxone B/ 2/fFS| XYool £
7|20 A ZhastE AY. HEH MAl olF BAHE S 1 7880 i

[l
o
o

Lojo] Zojst @3 Hat XZ& salicylic acid &7 prednisolone M (gl Fmlo| Zojst
239 Hsto| X 20| XCi AFE 7|7F 35, 50 mIZHX|L] EFE 37|, salicylic acid 0.4%2t
Z 2l prednisolone 02% 522 FO|€ HA)T OTCZ HMEHE

olof grsff 1252 72 d& £ MAM MUH HMA| o|R7 M7 HEE: delgocitinib,
elafibranor, erdafitinib, flortaucipir (18F), gefapixant, lazertinib, (177Lu) lutetium (Il
chloride, mitapivat, OFZtEO(HOF Zt&E X|2E Q8 &0 A= polihexanide,
rADAMTS13, repotrectinib, rdESAT-61t rCFP-102 A& XA

« ANUS 22 Bx

Y &: https://www.apotheke-adhoc.de/nachrichten/detail/pharmazie/otc-switch-fuer-alpicort-und

-naloxon/
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(paracetamol)

3ol

THIE(MHRA, Medicines & Healthcare Products Regulatory

2N E
XHCSO, Chief Safety Officer)
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1 Sep - 14 Sep 2025.pdf
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HEUAAR | = EUY A2 22T X2 zuranolone A|EHS &{7tgt,

Of ATt H7h= EMAS| =8H ¢l Ifety Foto| 7|Hhst Ag.
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Upliznae BMZ BX CHAZE FHZE, 7|E0 NMOSD X 2H 2 3{7tE.
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&2 https://www.ema.europa.eu/en/news/first-treatment-recommended-rare-immunoglobulin

-related-autoimmune-disease
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| -
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o S NX AlZS 7L MEYAM-E= Novo Nordisk A/SY.
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e I MNA AIES It AMHRAKM = Advanz Pharma Limited .
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* 2|2 https://www.who.int/news/item/19-09-2025-who-publishes-full-quideline-report-to-help-

countries-ensure-safe—equitable-access-to-controlled-medicines
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SOl Z+e Aty =3t

25 g 22 = HEAY] ¥F 438 AN AtF ZLEe 87t Mad EEo
Chot o™ g HolH MS

SR AE 11700 ChHeh SAA 237kX|0f CHet LIS EA|
= A MLz EHYS0 £ HOojH M X2

CHA|EE | O|X|: https://worldhealthorg.shinyapps.io/glass-dashboard/ w_dfc9f3dbffcc40d9
81b23bd264182aff/#!/home

PN

[ e

4

Mo

SAUE 2

o =

E: https://www.who.int/news/item/25-09-2025-updated-who-dashboard-offers-new-insights

-on-antimicrobial-resistance-and-use

_67_


https://worldhealthorg.shinyapps.io/glass-dashboard/_w_dfc9f3dbffcc40d981b23bd264182aff/#!/home
https://worldhealthorg.shinyapps.io/glass-dashboard/_w_dfc9f3dbffcc40d981b23bd264182aff/#!/home
https://www.who.int/news/item/25-09-2025-updated-who-dashboard-offers-new-insights-on-antimicrobial-resistance-and-use
https://www.who.int/news/item/25-09-2025-updated-who-dashboard-offers-new-insights-on-antimicrobial-resistance-and-use

AP D A7 WHO §] 1. M U HAM

1 dARA7|FwWHO), HEo|st

=28 X2 & (Traditional Medicine
Global Library) 20259 = ofH(

=
25.9.25))

Hatolsh Fgtolstof Cist ZEMQl CIX|E XA MEAE #3553 StH 0|= 2025E 12E
= FEZ|OAM X El= WHO T&2elst 22Y FHA2|2|(WHO Global Summit on Traditional
Medicine)Ofl A S70E O

o TEO|s Z2Y X2 M MAXMS=Z CtYst XA 7|EO|AM ME ot =2t ot ETt
o|stof Ciet CiYet MEE 8, EE S/ SE H2E2 EFYCEN o5 A QA
278 -2 XAt A2 SHE &

e 2025 MELY| MEQIS = 2Y At2a2 23, HE|OIC(of, BM 8 778 & 1508t 4 0|42
782 SIS ET, Fo g A o 2MAEZ2 MISte XY ZE@ENHt I3UtE M8
H O|X|(1947H)E ++HUS

o MEQoIst FEY XANEHU2 XE £THZ Sof ¢1d E A A Cist 2HS S #ot
ofLgt, M& Zit=, OFREHICE 88 ZYS & & FHXE FHE Lo[X|E Sl A3
MEolst 22Y X2 MA %[ f2o| Mot A AL 23 ZHM T StLtQl L]
(Hinar)off HYE OF2= ol &St X|Alof Cfst H2de R =g A

e =Eoh M MNAH A XY ME ofsto| utetA stAo Chot ME EME MIot= dE2st AT
24 Z2HE(Traditional Medicine Research Analytics platform)2| AfZ22 HTO| 7Y
MEoE =2 X2t A B4 EAUE2 NN, Bty S8 #Z XAZ2 XY At=|et
A UOIXIE0A O 2 7tsstl = AZALA StaXt Sh= WHOS| =S LIEF-,

X MAAUE 28 BE

* 212 https://www.who.int/news/item/25-09-2025-traditional-medicine-global-library-to-launch-in-2025

_68_


https://www.who.int/news/item/25-09-2025-traditional-medicine-global-library-to-launch-in-2025

Pk

1. e 2

]

=
=

=M 7|+ [WHO

. O|o%}&

PART I

ARE -

20253 9& WHO

1 MIAIRZ7|F(WHO), FUHEE A

((25.9.26.)

=
[

t= 2|70 o2t WHO

= M3oHof

F71Mez YH|o|EL)

=8 SEEH0| &

b

(=13
[=

7t

=

g5 Z2OWoMe| H

HE ™
=}

e Ol =2 U= Of

ulr

MAM2Z 0]

7.‘1
=7t 5M DOJ2t ofsoiA 7t 2 Et

TT- o
HH2

]

ol
o<
1
K-

ol
R

(Pneumococcal

I

T2 OO

B OMA 20 oEFES
conjugate vaccine, PCV) At

=
—

® WHO

a0
A4

10
o=
10

0]

FAIS

3
=l

71 oeZE T LEANM pCv 38 BES

[H]

-

joO
m

ojn
AN

-

joll

<

K,

- 37t BE 1~5M2 DIEZT 20t A

3

12~2370& A0t0] ZQst

=
—

M HOIHZA

-
o

o
= .

[HetA 12

(=13
= -

ojn
kfo
P

M2M WHO AR

710

=
o

ZRNDIONE]

.
[}

-

E

l
(PCV13-PFZ, PCV10-GSK EE= PCV10-SlI)

=

PCV H|

AFR3SH= PCV T2 3p+0

k=12
=

tipD)2 =EstD A0 HE A

xS
= 2f

x MU

&

*

. https://iris.who.int/server/api/core/bitstreams/a1381839-e9e5-49a6-bbd2-d249b0397695/content

=
[LE

_69_


https://iris.who.int/server/api/core/bitstreams/a1381839-e9e5-49a6-bbd2-d249b0397695/content

AP D A7 WHO §] 1. M U HAM

] MAIEZH7|:(WHO), 20251 128 COVID-19 B4l &2l M AMo|E
2ol 2HEE|= HIO|E §2(25.9.26.)

e T2 UYE: WHO COVID-19 HAMI|&XE2&(TAG-CO-VAC)2 SARS- CoV—2 HEZO FHA
ol SHQI™ XIZ} SARS-CoV-2 Zt® 2 COVID-19 HHAl H=of Cigh HY HS £t HEO
Ci$E COVID-19 HAlo] HM&5& X|&£Xoz HAUS| ZLHESID U,

e WHOE= O|2{st HIIE HIEC=Z HAM XNEYH #HZY=0 CovID-19 4l T +4
M0l Eo| HEko CHSHY H1gt,

o 5 dBXM= 2025 12& TAG-CO-VAC 20 AA 1fstAQt Al HZAKZH OfHSH HIO|EHE
MAsof Sh=X| CtLSL7| et =z, 20254 320 K*3t OO0 23t Y 0|EQ. 20254
128 39| =HIE Qo TAG-CO-VACE HYE HO|HE ¥M % 3Rste A 24510
COVID-19 =4l =t AM0of CHot 5+ 7|dh MolE EXNSIEE & A2 Hg

e [O|H SY2 Olstet ol d5d IUE= HAE BX.

- SARS-CoV-2 §™H™ Zlis}

- 7|& W A SARS-Cov-2 HEQ| o@l E43%t

- SARS-CoV-2 0|3 HO| LS 0|F3 WAl ME =& ZE = MY B39 £ 3l X[&40f

A}
ChHet ofH] B HolH

X O| WAl ZTk(Vaccine effectiveness) F™ K|

rot
ol>
ro
rn
£
r=

T

M Hz=YAC| OOl

* ANUE 22 HE

& https://www.who.int/news/item/29-09-2025-types-of-data-requested-to-inform-december

-2025-covid-19-vaccine-antigen-composition-deliberations

ofo
1%

1 MAELZAI|F(WHO), 20268 ity QUERAUXL A|Z0| At
OIZ RQX} Hfo|Z{A HHAM X/ H11(25.9.26)

e =2 UE&: WHOE HEIFOIA 2026 QAZSZQAXL A|ZS0| A2 QIS FAUXt BHAIO| HiO|E{A
g0 cHet Hooks wEEh
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AP D A7 WHO §] 1. M U HAM

EMO| of HAol ZO BE U H MA 35
o ol

WHO= Ofd & Xtof, git7et SH7E e2= o|F ¢et o
deet H27t2 & AEEE Soi gAl & 7|EH HO|HE &

WHOE 2026 7 QIERAMA A|Z0| AFEE 37F WAl0f| O[SHE ZeSt=E HSIRAS.
T 7|E el

A/Missouri/11/2025 (H1N1)pdmQ9-like virus

A/Singapore/GP20238/2024 (H3N2)-like virus

B/Austria/1359417/2021 (B/Victoria lineage)-like virus

MZH|Y E= TfZRE 7|8t Al

A/Missouri/11/2025 (H1N1)pdmQ9-like virus

A/Sydney/1359/2024 (H3N2)-like virus

B/Austria/1359417/2021 (B/Victoria lineage)-like virus

20233 9& 0|F WHOZ} MAlgH O|Fo| #HQh 1| 7hX|2t Y@H o2 WHO AEZF A} &4
g K22/ 2[(WHO influenza vaccine composition advisory committee)= B/Yamagata
AE @ 20| O o EtFotX| §th= ojds FAIE

37p tiMo2o| Teto| tEE|X| %2 471 WA= 4 HH HdE2=E B/Yamagata AS
HFO| 2{ A (B/Phuket/3073/2013-like virus)E =&

(==
B/Yamagata A& S0 CHet YCIO|EE HNeH2 O

o
0%
=
Okl
fanl
Pal
&2
ojo

g WHOE TE|Y CHE[Z T2foto] Q1438 QISR A i Hto|aix Jjarof chgt
AN ALO|=ENS

HI0E 218 https://www.who.int/publications/m/item/recommended-composition-of-influenza

-virus-vaccines-for-use-in-the-2026-southern-hemisphere-influenza-seaso

SMUE BE E=

H&: https://www.who.int/news/item/26-09-2025-recommendations-announced-for-influenza-

vaccine-composition-for-the-2026-southern-hemisphere-influenza-season
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AP 47| WHO §] 2. oHHd HHe

- OUEES YEO| X, SHEAHL 5H HE g0 BEE= 8% ors®E ofYat o He
XS At2loMo] e ™ol 5435 S7tet oU™SZS Stol= HF o2 Fof, HA HA
ofztd, 71N Hghxo| 7t 2 ™o M3 UAS.

- NS AMELE Fol= 98 2520 F2l= M4kt /il I Fet U ZA A 1%ia 29
(UN High-Level Meeting on NCDs and mental health)OlAl =2|E|= 8 FA AL 8 AMZF
2o T oL = ARl2M AHHFC| QIS Oldst FAMARE O IHEE K|St EM 2

WEg &7| Qo O B2 w22 FFHo B

- WHOE AHHQIO| O|IE EHY % MNZ F¥Sts AMES UESHE ©H S TELSD
#2iotof olafst SEES LHGHY| SIh AMS CHIR US. E3 WHOE AHHPIDH 1 JIEES
RIR[SHD, Lol glo] 2 Jlutel MBS we MYt s EYY TSNS A

X MAAUE 28 BE

* 21 https://www.who.int/news/item/24-09-2025-who-statement-on-autism-related-issues
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AR 25| 7| [WHO S

3. 5{7-s¢

Bl ot 20

1 MARAZIFWHO), i AHHAUAT o<t

BT-ONO019(°25.9.17.)

o WHO APREZOIZE2 Ofcto] MZS ARZZel
1)
® WHO X|ZID: BT-ONO18

o AMHERAKN H: Dr Reddy's Laboratories Limited

o FHEY: 2|EA|E(rituximab)

18

28 558 100mg/10ml

* AMLHE f&: https://extranet.who.int/prequal/medicines/bt-on018

e WHO X|ZID: BT-ONO19

°
gl
02t
IR

X|H: Dr Reddy's Laboratories Limited
o FHEY: 2[E A (rituximab)

ek T8 558U 500mg/50ml

* MMLHE 2 https://extranet.who.int/prequal/medicines/bt-on019

X MAAUE 28 BE

*x 9|3.

= https://extranet.who.int/prequal/news/dr-reddys-rituximab-now-prequalified
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G e =Pl S 0|-2XM|ofL|of [FDA, TGA S]1 1. Mk S HX

] O] FDA, HM|564% H|AAIE] M A| HIQ|ZITHAALY| CHEE Al3H *H
AE ZhH X|E 2E('25.9.22)

e 0O|= FDAE 4

=
o
BSss O E250

- £ d=goM ol2{et HISAENL) e EHEX|F(HHS) T A MF-o|UF-otEEH
(Federal Food, Drug, and Cosmetic Act, FD&C Act) X[564Z&0] L2} =

E
O|ZX|E)0f CHSH MAS HE £ ASD, FDAE 713 AR S2IEUAS HdlE 4= US.

- FDAE §3 71719 32 EE X[J5H7| {8 EAEM(enforcement policy)2 ZdE + US.

o XA, FDAZF M|QITITHHAKIn vitro diagnostic test) MZYM7F EH7|7] <7HEHo =z &0
o|X| %2 M2 ZIEHAE Abunapproved in vitro diagnostic tests) S SQ1El HQITITHAAC| HIS
AMZ{(unapproved uses of approved in vitro diagnostic tests)>S &3 =71 H|&AE] S0F R O|Lt

7|EF SEHQl ZITH SHCoZ KISots B9 T YHMES L™ ot 1 F& AES A%ske o

A0l FDAZF D3fE 20155 434
o XHM SYSHA "SR] G2 M T EHH A unapproved in vitro diagnostic tests)’ 2t .

o 2EHo=Z FDA XY ZAME HH F&5E0| A= 2FE 2T 8.

o XFH2 5 FHO| tict FDAS| ol 2ES 2¥cts ALz, 2= MY E& Y 27
Ateho] BAIEIR] b HIDAIEZ O[3l %|0f0f .
o XHOM AEEl= "~5Of Sti(should)'2h= #YI2 EH o|F7f ot AL L= HeE 20

* X|& @& https://www.fda.gov/media/178123/download

X MAAUE 28 BE

* 212 https://www.fda.gov/regulatory-information/search-fda-guidance-documents/consideration-

enforcement-policies-in-vitro-diagnostic-tests-during-section-564-declared-emergency
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G e =Pl S 0|-2XM|ofL|of [FDA, TGA S]1 1. Mk S HX

] O= FDA, ‘44t 31 FE AAH 2ZEQ0F Tt ARE 2ZEQ0
H

e O|= FDAZ} ZESD X|HCE, o|27|7| dit £ FEE AAHNAM AFEEE ARH % XtS3tE
OIOlH XNz| A|IAE Cfet AFEH A2ZEQ0 EF(Computer Software Assurance, CSA) #11
Atgtg dgstn /U,

o = XH2 M = EF AAHOM AMEEl= s AZEYOQ MEIMEES =Est
FIHNQl AF0| oot U2 AHSH, CHYst AlY HEHN 252 S AZEY 0
2SS 8 = A E QLT

o 2[Y 7|Hh M2 (Risk-Based Approach)2 X&3l0 At53t ATEQ0 AZo oM HRIE

AMSIZE 3}, MELMTt 21 CFR Part 820(Q127|7| EX A|AH 7FH, QSRS F481HIA
TEH Q7|7IE MY & UAEE x|

o 023 7|&EQ "AZEL 0 HE Ykt AZE|(General Principles of Software Validation)” X|&
HeHSHH, £9 ofy XHO HMeHE "Atss SF YH A FE ALEH 2ZEQ09 A

(Validation of Automated Process Equipment and Quality System Software)'= CHA|E.
<S>

I. M& (Introduction)

Il. Bf& (Background)

. & H| (Scope)

IV. HO| (Definitions)

V. AFH AZEQ| EZF (Computer Software Assurance)
<A. Q= A8 QI (Identifying the Intended Use)>
(1) 91" 719t 2" Z73 (Determining the Risk-Based Approach)
() MAb EE BE AAH” AZEQO] BF (Production or Quality System Software Changes)
() MEst 2F &5 Z7 (Determining the Appropriate Assurance Activities)

(4) 23 =50 st 37t D24Ats (Additional Considerations for Assurance Activities)

rot
N

OESE! £ O3 (Establishing the Appropriate Record)
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U e Pl = 0]-2M|0fL|OF [FDA, TGA S] 1. Mk 3! EX

o

(6) MX7|12 20| thst I2fAtet (Considerations for Electronic Records Requirements)
<B2E A O|Al (Appendix A. Examples)>

ns
Al

O Al 1:

gt 2| A|[AH" (Nonconformance Management System)

Of Al 2: =f

o>

22| A|AH (Learning Management System, LMS)
OAl 3: HI=L|A QI=Z|™A OfE2|H 0|M (Business Intelligence Applications)

O|Al 4: MH|AY AZEQ|0{(SaaS) ME Y7 #2| AAH (Software as a Service, SaaS,

Product Life Cycle Management System, PLM)

* K& Y& https;//www.fda.gov/media/188844/download

X AMUE AT BE

* AR

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/computer-s
oftware-assurance-production-and-quality-system-software-0
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G e =Pl S 0|-2XM|ofL|of [FDA, TGA S]1 1. Mk S HX

] 0l= FDA, =7| AE (Early Alert) M= 2LH('25.9.29.)

e 20244 11€ 21¢, O|= FDA A8} O|27|7|-HALM A ZME{(CDRH, Center for Devices and
Radiological Healthy= &MA 1™ 9&7|7|9 3 recaII) =A™ ZEX|(correction)0fl CHoH

FDAZb [ QIX|gh Al 70 28 AIE A|-O|0| tHAS Z2s0h] 2ot AlY Z2O-S
LHOIAZ. Ol SX= =2+ A 2d 5F 07 T.;71|8*0|, YA HMA D9y &
M=z Q3 MBS =2lAIGSHALE AL RES °*E1|0| o A EE =

o X7U| ZE ANY ZZ%(Early Alert Pilo)2E =22l 0 MZ& 20244d OHH H11M(Safety
Report)oflA HA|El HiQb Z0| 2|4 Z2OMS Z2t5t7| 2T CDRHL| X[&£X Q1 30| gt
oz JNLEAZ. ETh 2021E 108 62 HEE A FHOH AHERIR=I(PEAC Patient
Engagement Advisory Committee) H1E HrFoh AQY. 2 Z2OHM2 LA oz HESA A
AH|Ate| HEMZS HIEOR 3|5 SX|E EO AIZ7|HESD =il dd X[dHoz HS

SIEE AALIUS.

[

>

HQ

tu

o Al 2o dutof et =7 ZE EEE 2025¢ 98 299 SOIE|ASH, CDRHE 22
CC

2E 717100 oHell FAMA Dol sl5 £ AIZZX|Of et =7 ZEE TEY Y.

o x
o
g >

o Ot =7| ZE K= 2=7|7|9] AT Burdof s 2HAL AH[AF R o=
HMEAHOA F=totn Al2|HEst YEE MSot= CDRHE| o[X|E E0|F. FDAE
ME2R2 ZE7I SEEE SA HSoA 22 AA0ES YHOIEY A=Y

X YHLUE JFE =

* 212 https://www.fda.gov/medical-devices/medical-device-recalls-and-early-alerts/what-early-alert
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£20].Q H|O}L| O} [FDA, TGA

PART II °|=27]|7|

KO
<0
KJ
ol

] 0|= FDA, M% 7iE&2}(Cardiac Cannulas) =7| ZAE(25.9.16.)

=
e

(e]]
=

—_

I
(=] Xe)
—_

2

F20, DLP Left Heart Vent Catheter&

2=

=
—

e 0|3 FDA

o F20A HMA
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e 20254 8 21Y, HM=ZAf
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A 2l 7t
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o
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*

https://www.fda.gov/medical-devices/medical-device-recalls/early-alert-medline-kits-may-c

ontain-recalled-medtronic-cardiac-cannulas
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e =M bl S0[.2 M|OFL|O} [FDA, TGA ] 3. 2332

|l =

(o]
=

] ZHHCE (Health Canada), HIA|E 2|

e £ EEOM M= EXNE Q8 ZET o2 EFSHX| U= S 2QIsHRUS.

o YIS U= XEO0= SEY ZE, HOIY O{HE, W Amol3, ZEE XS 5= Qs FY
MEZ} Z3tEl

o 8F ZYOZ Qg ZEJI AHE B0 22|Z|/ALE ThEEl0 FH0| LM IHs5d0] A,

o XAt 2|

X AMUE 28 &=E

* 218 https://recalls-rappels.canada.ca/en/alert-recall/chemolock-port

_] ZHLtCl(Health Canada), Ambul Cot 2|%('25.9.18

(Hea anada), Ambulance Co T('25.9.18.)

e 32Xt 0|5 B0 #gAt HHE 24 1 KXo 1785s 922 o= 18 7|s SHEHO7t
&8 07 71s0| Ao 22lE= EX 7t L

o NFE|X| 2 A%t s SR Q2T Bod2 €Y = US.

o IX|AtE: 3%

X dHUE B2 ®X

* 21 https://recalls-rappels.canada.ca/en/alert-recall/power-x2-powered-ambulance-cot
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ZGU RSPl = 0|-2M|ofL|OF [FDA, TGA §] 3. 2l

] 0|2 FDA, 23|88 MZAX (needles) 3|$:('25.9.22)

o YUHE= AlE % 77| B2 BE| 212 H$sh 5, 20259 52 12 O|F HZE HHSO CHaY
A Z2Y 9|85 7|7| 24(recal)E LHHSIAS

o I XME2 oK (hypotube)@t AlA(sheath)2 EISE|M, A|ATF &4l MEJOA A Al

StelFEe SEtAE 2F0| e 22lHEE = US.

2 YA %—'vz— f*(non radlopaque)o' =42 MZE EME gle = A,
2k Z 4 A M Xts A Ab@utomated inspection) EALS = 35S

2
oY
>~
)
>
|'>|
_h!

-

o M= A B A AT 1AS =t 0|Y BE

o

Y=ot 2XME B7Io0IAS.

A Ol

o FoZ|E FE0| 7|EX Y FYUE ER 7[&X|F(bronchoscopy) & L= 2 H ZH(surgical
removal)?t 2% = US

o 1NMAN=E =2 2 SX|Of M2t 3iE ZES HHHsHor 2
o ANEEIM W dLFof AldE d=lotq] 7|7] £¢ X2t £F Ol 7582 MAt 2=3AS

X AMUE AR BE

* 212 https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/olympus-issues-volun

tary-recall-specific-lots-vizishot-2-flex-19g-ebus-tbna-needles

_] 3F TGA, M40 =H X|X|CH(Lateral Brackets) 3=2|('25.9.25.)
o £7| MAF H{X|Q] UHO|Al =0 X|X|CH(ateral bracket)oll FBS OjX|= Az~ b ZH 7}

o X PHTL AE FOF E2|E[1 diE F ALEXAte] FH g8 S¥S 0jE & US

o ZEX[ARh 2| 3585

X AMUE AT B

* & https://apps.tga.gov.au/PROD/DRAC/arn-detail.aspx?k=RC-2025-RN-00783-1
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ZGU RSPl = 0|-2M|ofL|OF [FDA, TGA §] 3. 2l

_] 7HLE} Health Canada, Pump Module and subset of Compatible

Pump Infusion Sets 2|('25.9.24.)

SX Ag ZOA BT B5 2Y 4500 MY & USS DAOIA L27| Aok A

FAIE LE et HO QIR MEQ 2H AFER 42, R MEQ| CIXtel 24 Ql2tel EH,
AF X HE V-AOIE )7t T 450 28X Je2 0|X= A2 &elE.

E73|, 1mL/h 0|39 £& IE= 1mlL O|5te] EECE MHYE A0 A 0| A0 FEgEl.
AHEXRH YN0 7[ZHE dsaF HudeS O, Y7 =2 Jtsst QRN MECS Ed% |51t
SEA 2Tt 445t AR S St mM 2 Al LE0| 2 WX Z2l= A7kt
HM 5 22 AZ(post-occlusion bolus) 0] S7t5tAS

X AMUE AT B

*

& https://recalls-rappels.canada.ca/en/alert-recall/bd-alaristm-pump-module-and-subset-co

mpatible-pump-infusion-sets

_1 F TGA, 0¥ A|A®(Anaesthesia System) $=2|('25.9.25.)

OFHAIA®O| ALS HTN, MA I A JH0|C

%oel-é-l'j— E”olEol'N\:l

2= 7EE ZH=of| ieh 71X L8 ®Y| ¥

IE
mjo

1. LEZD0|E o] AL

- Ciget 7ol 2ESL 0|2 Y- Wet 25 A28S 2=sts o 2Rt AO[E 2t
dY AlZtE F=9| .

- 0[] CHsf BHAEQF O HFO| FIERYS.

1
N

tsAl @ @f(bag arm)Ofl CHEH F7F HE
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e =M bl S0[.2 M|OFL|O} [FDA, TGA ] 3. 2332

S NE 2 AES A3t MAE| F7| 7t MAE 25 7|(washer-disinfecton0fl MEE =2
st515H

o TRE L= FHFET &5 YYS MESHH MR kot 25 229 #HY £ #E0| &Y

x AAUE 48 BE

* 21 https://apps.tga.gov.au/PROD/DRAC/arn-detail.aspx?k=RC-2025-RN-00676-1
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YY/T 0573.3-20 25 <22|& T FAH| XM3EE: A& Fast 078 8 WAl FAH|>
YY/T 0573.4-2025 <¥L3|& 27 FALZ|: MAIE X FAH|>
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YY/T 1986-2025 <3|& £ AMZEE FHHEH & LdE>

= 2 https://www.nmpa.gov.cn/directory/web/nmpa/images/1758597882633004898.doc

X AMUE AT B
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GO =R Pl OFAIOF [NMPA S] 1. M= % i

o Y WM Ql=7|7| 22t Toi MUK, HALAH EHEF 2R stolal
A/ >, <Q=27|7] =22 =>-5 BE 2f A7 & Irasd=ael=
FTEEME "o M2l ZASE KH2[5H0jof .

* 29 https://www.nmpa.gov.cn/directory/web/nmpa/images/1758869838692039303.doc

x HMUE ¥2 BE

* 212 https://www.nmpa.gov.cn/xxgk/fgwj/gzwij/gzwjylgx/20250926145725125.html

] 2 NMPA, YY/T 1996-2025 <k|-Z4EE| QIE{H|0|A ZE 9|7 7|7]

ST RZ 7|5S A MY NF A37| UK UL W Ms

HAE 2> QR7|7|YUA #E TaO| 2ot $X[(25.9.28)

o <L-HFH AHHO|A S& 2=7|7|-Hi BZ 7|55 BMS oMy ME X=7] dA A
A o =]

HS 85 H2AE 88> 2=27|7] g4 BEO0| oA St O

= BEFS ¢ -YFE Hmox Jg, HY 2X 752
M AR HS M5 HAE wHol T|uisto] 7|5 242,

Mg 9l 52 HEMANN 2ol

* 2 https://www.nmpa.gov.cn/directory/web/nmpa/images/1759021795026037514.doc

X AMUE AT B

* 212 https://www.nmpa.gov.cn/xxgk/ggta/ylaxggtg/ylaxhybzhgg/20250928091002190.html
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* 212 https://www.info.pmda.go.jp/rgo/MainServlet?recallno=3-3015

] &2 PMDA, =21} 5917] 3|£(25.9.29)

® X|ZF2| Auto-Off 7|50| S| = X7t &AEAS.
o At Zi AH AHE 2ZEH 07t R HAEO AZ0| 2L[AS.
o LY ME2 2T 7|5S SHH| E2Lz XN 9+

® Auto-Off |% | 8‘:!- =
=% B2 QR0 EX|x[0f U0l LEHOl AL 2HE

¥
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o JOLO|A AMESte ZR EZA7t ZESIERE [Ot7t oy 220 HESHK|= %S
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o SINNtA| AZ mof 2= YAS.
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4

X AMUE AT B

* @& https://www.info.pmda.go jp/rgo/MainServlet?recallno=2-12508
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] &= NMPA, =H A =2Hd olg £H-N AlE 521('25.9.26.)

o I/IAUEUEME[F2 Eyebright Medical Technology (Beijing) Co., Ltd.(Ah) MEQ =& M
YA 25 +=TYHE U HMBELE 55 5SS,

= OIZ SFME HIGHATEEAY o3 SHM(RLHD: ARUV)QH AR BAR
ST (B E S, AE2UL22. AE2UL24. AE2UL28)E b

o M TAY REA2 HIMEHZAYC ARUVYE 28 +EHt HY7|T= EE.

o 135 Baix0t BE Nzl 30| H8E AL AN, HoIE, 3YY ABLHHZ,
18 D2 HYHAOD, +HH 2Het KX HEe F2 o2 OIS ethyl acylate, EA)
012l DEFZ0|= (ethyl methacrylate, EMA) ZRHHIZ OI2O(, 7HiA|Ql ofg22lZ Clojetag

20| E(Ethylene Glycol Dimethacrylate, EGDMA)E ®7Ist HEfZ M =E.
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r|o

o QSN HF HUE2 mUct HXFOR AALRCH ¥F BE2 NAE HTEH A=,
FIE e FHoE JAEUS

® HE2 S HHE MA & = +TH7t Gle w0l MY nE0 ASE £HO| ke =YS
Soff 28 oEEE XA S AIOFE Hdg

x HMUE ¥2 BE

* 212 https://www.nmpa.gov.cn/zhuanti/cxylgx/cxylgxlm/20250926084055104.html

] 53 NMPA, 7l =5 g3t Z2|0|ARE R H|H olZ A
A|EH 5Q1('25.9.29.)

o IIIAEZL=2|Z 2 Xi'an Eyedeal Medical Technology Co. Ltd.(Ah) HEQ 7tw FXE
ddot Z2(0|A~FEHH HTH 2Z +=FYHE A HE2E AT SQI5IUS.
o HE2 CY 2 2F =THE FS = Us MEQ 0|5 CH FEx HzxE
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o 21Z TN =X XX B2 =1 OfX| ff= 2od 7t F=& Hdot 22027 EE

I- = éjl LS
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ZNum e PR =57l WHO §]1 1. Mk 3 EA

Bl n= 2 zu

1 MAEAZIFWHO), ZISA8SFEULO ME2 HQIZITE|7] S
(25.9.17)

e 20254 9& 9% WHOL| 7ZIgA& =S (Emergency Use Listing, EUL) ZAIOAM FI/Ho=z AEA
M ZIEZ1710vD)7H S E.

® XN Z=A: CerTest Biotec, S.L.
® X|EY: VIASURE Monkeypox virus Real Time PCR Detection Kit

® HEIZE: VS-MPX101L, VS-MPX101H, VS-MPX106L, VS-MPX106H, VS-MPX112L, VS-MPX112H,
VS-MPX113L, VS-MPX113H, VS-MPX101, VS-MPX136, VS-MPX172, VS-MPX196T

e EUL MHEHRHT: MPXV-12649-243-00
® EUL 55¢Y: 202599

o UEA IH WHO ZUSZAIRZE0 S VD XAl 2.

o 1T
https://extranet.who.int/prequal/sites/default/files/document_files/EUL%20MPXV _List%200f%20
MPXV%20I1VDs_1.pdf

X HMUE H2 BE

* 212 https://extranet.who.int/prequal/news/new-eul-listing
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ZNum e PR =57l WHO §]1 1. Mk 3 EA

1 MAIZAZ I WHO), ZI=ArESSEUD At HILIEIE|7] ME SHH
('25.9.18.)

e 20254 9¥ 17¢ WHOQ| 7ZIZAME S S (Emergency Use Listing, EUL)O RAZA X ZITH7| 7]
(VD) MZ0| M=z0| S E.

® HN|ZRAH|: Shanghai Z) Bio-Tech Co,, Ltd.

® X|Z%: Monkeypox Virus Lyo-PCR Kit

® XNEZIE: W-ZD-0580-02-48A, W-ZD-0580-02-96A
e EUL AIFHDZ: MPXV-13393-139-00

® EUL SE¢: 2025917

o PEA FH WHO ISMESF0 SHE VD HHU=E:

o 1. - 1=

https://extranet.who.int/prequal/sites/default/files/document files/EUL%20MPXV_List%200f%20
MPXV%201VD.pdf

X AAUE 28 BE

*x 9|3.

= https://extranet.who.int/prequal/news/new-eul-product-listed-ivd
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A

X M

—

d 84

| o

] 35 HUCIZMIZHTGA), XIAMAITH| SPF HIAE -

AEM Y HE

('25.9.16.)

o = CIHICIZXEHTGA)2 MEONA X7t =QlE 42 Xt MATHA| AEXM(sponson)Zt
Fofjof & =XE HEE.

[AH o %

o UM S XtMXILHM ol AZMEZAM SPF HEA| S XtQMAICHH O CHet RE FEES
Slgdst HE e SHE 2o ER|oF & HC] FEO CIEE2 HMIIsts BEE 2X|sH=
42, T2 SIEAE THE AL E/¥ = JEE (7 SPF HAE &) F7t HEE
M| +=Hojof gt
(Rt MAFCEA| ] 2H| 291 Al & )

o AX= EXE MY E= 250 Chet 22E =SS0 Xt MAEHH A EXHE QIS
AL OIS THAE sHdjjof &

1. gedtE MEC HNE BEE £=HstD Y 242 8o EME Eote A

2. TGA eBusiness ServicesE &9l TGAO| SXIE HM&EZ A SXIE Sl A = Hetstes
2ot =X E HYslof g

o KXo XtQMXICHM| ARTG SX HEIL BIEA| BE X U2 SFIEE & A 97|0f=
ARTG SX7} Z&StA |XI=D EH7t Eq3 S2/TAHE AU EE EY HEQ MHE
Atgtof: B7|=l SPF §2)2 YOIO|Ests A 50| ZaE = UZ.

[SPF HHIAE 32 9ol ME[E £+ U= 7|22 HMPst= WH st XA

® SPF XIQIMAICHA HIAEO CHSE TGA EAF MHOIA LE AlY 7|80| CHE 7|ZEC}
MZ|gh otsiChe Mol ZQIEl. S| TGA= AZEM7ZF ALY XM MXAICHA| SPF HAE
o st 7|22 MEistE A4S 5 XS OHH F¢.

* ANUE 22 HE

[ ]

* 212 https://www.tga.gov.au/news/news/sunscreen-spf-testing-information-sponsors
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Hl 2=

1 0|2 FDA, AMX| BAIE 9IUS H% HE £ AE(259.18)
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o HET: Hl+

o =2 L{E: ASEX| @2 M2E ALESIAHL ArES MaS 2RO BEAISHA] EUS

—

- ABE M

Ay
Aoty =

: b

2490-D&C MM 53 74160-72| TEZA|OLH HM MA 15 74260-ZE 2
# MA 7, 11680-EXT. D&C M 55 (MA ZHAM 1)

o xX| Agh 22X A gl ETOR

X AMUE AT BE

* 212 https:;//www.accessdata.fda.gov/cms ia/importalert 130.html

1 mEYE HNFIAYE(PSNZ), Xt X X|5(SPF)ZH EA|AFEO|
O[X|X] Xt Xt MAHEA 2|4 (125.9.29.)

o HNZFo: Ar XA

o =2 L& =T AF0A HAlSH ofjH] Zutof =3, 274 ®MEF2| Xteld XHEH X|a=(SPF)7t
2t J|XHE At XtEh X|=(SPRE BFSHA| XY 580l

- W2 ROl XHEF RISE AR B YW B 9HS £0/D IRY ool IVHe HIHE
ZANZ & AU
o XX| At 3=
X 4MUE A2 HE

* 212 https://www.productsafety.govt.nz/recalls/aspect-sun-sunscreens-physical-sun-protection-spf
50-and-tinted-physical-spf50
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Gl gciEse-8 S0|-2M|OIL|O} [FDA, TGA §] 3. Z4Al
] O|= FDA, SHEHE HIZHH GMP Qe z AT 2H(259.18)
o X E Kt XHThA|
o Zng TR 20251 98 9¢
o =2 WE:
- O/ FDAE 2025 48 7LEH 48 1427 siY HEAIES HASIRAS
- 2 02 M oAFEO Cht el 4 MZZ|T7IFE(CGMP) 8 QB MR B SOie
A S 29t AY. 2H RE2 AdY AEECFR) M21# H210= R HM211Z(21 CFR
parts 210 and 211)8 &=% ZA.
- WAL M=, 7HS, ZF Es 2ot Y, AlE, 22| MAYH CGMPE EOHA| BB gE,
igerel oaEFe ALY HF, A4FE A AYFHU(FDAC Ac) H501ZE(a))(B)F[21
US.C. 351(a))(B)2l 2OjolM st HME2=z HFE.
o IX| Ateh & Z1% 8 T SYY 7IFE 15Y O|LHof| AP W X =EX] Z=X|off Chel 2|4lst
oA MFE MEg A
X GMLE BE H=E

* 1= https://www.fda.gov/inspections-compliance-enforcement-and-criminal-

investigations/warning

-letters/columbia-cosmetics-manufacturing-inc-710885-09112025
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o =EH|OF AFAAZTAAIRINVIMA)Z REAES SEE HE2R F 7HX| =H¥E S22
AL 2X[0 st 4H2 YHESL trimethylbenzoyl diphenylphosphine oxide (TPO) % N,N
-dimetil-p-toluidine (DMPT)2| SIEE AE Al 2/d +=F0| 4% =FEH.

o Y7 dE2 FMH U RAYZE QA =2MH ZEO 0| Bz, 0|F &Ret

- HE MYs dESt Ol NE =+ A= UM d2& e=2¢ LiE AS M=gHo 2ag

x HMUE ¥2 BE
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2 https://www.digemid.minsa.gob.pe/webDigemid/notisequridad/2025/ingredientes-prohibi

dos-en-algunos-esmaltes-semipermanentes-de-unas/

] SEIEENFEETA, 20258 MASIEESS|(IFSCO) SH=thE] 7]
(25.9.23)
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