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ORANGE Letter

(Observed Regulatory Attention/Notification of GMP Elements)
202444 B KB & 2024FE+ , ML THAT

No. 2023 % 248 DL

HITHER https://www.pmda.go.ip/review—services/gmp—

gms—gctp/gmp/0011.html

8 2023/6 ERREREBTOREE=-2)2JI12DL\T

ZEME=SYLJIBT HHERERE DEIRLS D . T
M - < ORANGE* Letter >

1 0 2023/1 0 %ﬂﬁﬁmmjsl:# ya/‘ﬁoL\—C (i Eﬁ,iﬁb\ Handling of stability monitoring results
6 ﬁ' T HE |§$ ) << Related GMP Ministerial Ordinance™ Clause: Article 11, Paragraph (2) and Article 21, Paragraph (2) >>

o
IWFLTS erimters e . 1T i S . 350

%ﬂ %ﬁ m @ : E l : b— . :/ 3 > ' : O L \ —C (ﬁ I’é‘l BE b\ '5 J Tt’:::’\:ll‘on l Adverse trends of stability monitonng were overlooked, and no achion was taken

al Ordinaince ates the following slabslty
it the ot and the package form of the dmg to I:ephre-dnnmeq.hlrymmnmng based on the results of the

+ T * Minist
gu ‘iiﬁlia ) (1) Select the fo m
1 oduct
JE ¥ :,“.. wlity “”?rm:clqmlw retinted o the of the product

L

oul il 5

— > ™ — ~ -~ E —_— (3) When mm pi‘vl‘ﬂ:. est results are obtained of suspected dunng the stability test, prompt ammgmlnbe

12 2024/1  URIISIELIN)F—2 a3  SHEOIEIZDNT S

9 2023/7

11 2023/10

£ considened to have an impact on efficacy of safety of the product in the event of

* The ng placed the " sed” ol of the drug sub with a retest penod of 5 years into the stability
. 1 e vl
o0t AR IEHEIC TSN BEEOMRNID | Fiain.
1 3 2024/3 L\'C * Th mlanufact nerr :ﬂhev conducted cause investigation, rick assessment,
e b-e:luseﬁ\eheslms Nsmwnhu\me speci n-clx‘k ror Giher ackons, SR "‘""
< Possibl P OMIM o WM MM 3N AN WM
+ BB BB AR A1, RIEAE AR e
IJJO?E A o1 foreign drug sig) J
o c‘a«usc.mmb?:nor; conducted when a :ohcwual"ulur\': D‘DS n‘cs‘uh i obtained?
Quality Assurance Activities | Pharmaceuticals and Medical Devices Agency [ Does he proceduee specly ot any confiing st esuls bt s xaluating and exaring ary odverse ends?
( mda_ o-. ) o mjmg:rfrsdeqeclecl.rsthere.:sysiernnphce!ownmwpmwmﬁyllw&wmﬂenng

Recognizing signs of unusual changes will help protect patients!!
¥ Recently, there have been several product recalls due 1o the deviabon of the test results from speafications
befare the expiration date o n:1.csl peniod,

< Ifan adversa trend is ob d in a stability hot, it i e it's impact on the
—_y = uakty ot only of the lot but atso of other relevant lots, such as those manufaciured at t i
e =] 7] =ph = . l"ﬂﬁ :Und nd?lnmmmmuhynu:arm;:nsa.mm‘fany:sm;lmu:wm:;smy:mw
o T ~TH *5JLa \E,, proactively, that may include checking trends ahead of the planned ime schedule of the nest test, before a
005 occurs!

¥ SBuch actaties contnbule to a stable supphy of the product 1o the miarke! by idenlifying the products whach
may be affected by the above situation ‘)2
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