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(BE3x) A deviation is a departure from standard procedures or
specifications resulting in non-conforming material &/or processes,
or where there have been unusual or unexplained events which

have the potential to impact on product quality, system integrity or
personal safety.

* ! gmpsop.com®Web site “GMP
- . - definition” ®I&

. (SER BREBRHICTHHIC, BRELTIT) https://www.gmpsop.com/gmpdef
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* ! Chris Anderson, Robert Seevers, Desmond Hunt,“The Use of Mean Kinetic
Temperature to Aid Evaluation of Temperature Excursions: Proper and
Improper Application,” (USP) Forum, 44(4) July 2018.

@Pﬂ{rmm—hm Futakami

2018.11.14 1ERX



»“« Pharma Solutions Co., Lul.
7N Ma—a AR

o —

USP<1116> T®“deviation” “excursion” DEH 1/5

“deviation”®;EDZEH| 1 (Material FlownId) :

Deviation from the prescribed flow could result in increase in
potential for microbial contamination.

(BER) FOHEDON-EHREL O DR IE. MEYTLOATHEMD
wWRkeELIHEHBITHAYH,

“deviation”MR;E D=5l 2 (Standard Operating Procedures®Ig) :

Deviations from standard operating procedures should be noted and
approved by responsible managers.
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“excursion”®FENEH 1 (SIGNIFICANT EXCURSIONSDIH)

Excursions beyond approximately 15 cfu recovered from a single ISO 5 sample,
whether from airborne, surface, or personnel sources, should happen very
infrequently. When such ISO 5 excursions do occur, they may be indicative of a
significant loss of control, when they occur within the ISO 5 critical zone in
close proximity to product and components. Thus, any excursion >15 cfu
should prompt a careful and thorough investigation.

(BFR) EXL—BHEM

ZlE, REIHDWVIEALEWIFBLEIO, 12DISOLSIHLDY
Y7 LTG5 cfu 2R 5 —BRRMRAEZ S Z LiE, IEFRICHFT
Hd, ZD LS5 KISOSXETO—BIEAE L-5E. HRPE
EHFRELZISOSD 2V F 4 ALY —vTELEEEIX. B Y K
ZELEBRREORKZEKRL TWS, T X, 15 cfuziBX 34
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“excursion”MH;EDZEH] 2 (SIGNIFICANT EXCURSIONSDHIE)

In the case of an isolated single excursion, establishing a
definitive cause probably will not be possible, and only general
corrective measures can be considered. It is never wise to
suggest a root cause for which there is no solid scientific
evidence. (#HE&) Microbiologists should use practical
scientific judgment in their approach to excursions.

(B#35R)

e 3V EIh-E—n—B8Hglnigs. PBELRE%=MHEIT S
CELIIBOLKARTETHY., ZhwZ, TL—MBHUERESEFEZEX
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“excursion”MAiENDEH 3 (CONCLUSION®DIE)

Human-scale clean rooms present a very different picture.

(B%) Therefore, it is unreasonable to assume that samples
producing no colonies, even in the critical zone or on critical
surfaces, will always be observed. Periodic excursions are a
fact of life in human-scale clean rooms; (£E&)

(ZFR)
ABILBAB I ——LlL FERICKRABIEEFFEL TWLS,
(thBg) ZnWwZ. 2V F 1 HhIY — (critical zone) H B\
EEHLRE (critical surfaces) ICHBWTE X, aA=-—%4% L%k
WHYTIUHRBICHBINBZ WS T Z2BET B LI, FiFIC
Z<hiEW, HENE—BFR&REARCEZLE. ADED Y —
YIL—=LTIE, ¥hHLWEERTHD, ; (KR
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USP<1116>(3, MEMRIEE=—Z2 VY V7T OEEOELHLTLEIHD

TTH., [(WEMRREE=-XUVIT7ATFLOREFTEERICEITZE

ZEF] OPRIZRDL S BEERHLHY X9, ExamL. szRexn)
AENBRIETE=-42V 77077 LA HIRL Tk, B{L{ERP
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1. A short journey or trip, especially one taken as a leisure activity

(BEER) BEULIRIT. HA3VIE, BEI T BFICLPy—FFhE

2. A deviation from a regular activity or course.
(B2ZiR) EROFFHAIWITI—RDHZhB L

2.1 archaic A digression.
(ZFR) (—wRMICIIERINEL) R

3. (technical) A movement of something along a path or through an angle.
(BER) HHBBIE->TD, ¥7-3H2AEZH>TOHE
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Thank you for your kind
attention!
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