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Suan—7
HARD GMP 1T [l &) HEENS Ao 7=dDik, 2002 - Rk 14 42) (ZRSL L7 E
FHEN D TT, ZOREFHFICRE RO TH o720 T, 3FEMO AT S, 2005
R L7 ) 4 A 1 EBHITINE Lic, T OEFEYOEIZ VY GMP A5 T B
EWVIOEMNMILO TEASRE L,

) &9 HIREITSGEED “deviation” &9 EREETT 23, U OIS D GMP BIfROICE
T deviation &\ 9 HEEIL, RMIICA LN HLOTLE, TENLIRL TH LS TIZ 2RV T
925, deviation HEEDEF & URFOUFIN O AHCETR T Z SIFEFICHEET L7z, AARERN
THBEBLOB S Z R SE L0, &9 LTHBRRIAREREER LT, 2l T
THHRORENMET LT, YU Z OMEZ SNSRI R T 72oi%, 26 < . HARPDA (Bl
H 7 PDA #3854%) oBiafiRe (KSG) Dfix Thol- & BbivET,

ZDOFEIZ &L - T “deviation” &9 HEED BRI DA SEE TR STV RWDIL,
g (FRIZRCK) TIFHEEERZTOR S THIRELZE Z 52V BB S TH 5 2 & 03
D FE L7z, Y4EF “deviation” L9 HFEDEENH>7-DIE, WHO O GMP 7217 TL7=, BIET
[T GMP _(ICH Q7) & Z® Q&A (V7 : 20181021 Bife) (ZFLH STV D EFOEE 2 A L
LTWOERDREZNE D TT,

Z O “deviation” D FHEE & TR EE L 2> 7= DX, “excursion” (mZ A — a3 ) L
9 HEE T, deviation & excursion &%, EDRRRBESR DRV 32D D), AAFERE LTELE
DRRIRFRFEDE LI N E WD T EMRET H01E, F—FEORFMBLIET L, RENIIE
excursion (2% T—mgeli ) OFRGEAEHT 5 Z L1720 £ Lz, 72720, KSG TZoMEsE =
B INTREFEEEN DI, EFOETHLIHFETHEH L TWDHEELSBIZ LT, FHRM
ICIEETRE LOFEMH SN EDZ ETLE,

ERNICH T 5 RS OEH TR OB L 7e > 7= D%, 2006 4 (CFRL184E) 9 A 1 HIZ [,
BUYRIT=RYAL MCHETIHA RTA 2] OBMTT, ZOWMT VAT RI AL b
EVIIFT LW S A, BUEEICER Y IATMENH CRE L, b2 VA7) L0 IHHEE
I3 0 FBRE T, ZD7-0, BARENTO GMP EFECHE Y A7 <3P A 2 ME 2018 4£D
BB TH-TH, RBEARKRETOEENINTVDLEEZLEHA, T, BARANIZE-S
TIE TV RZ7 | EWOHBEEN, ZHvE TEESUED IR N TR o 272D TY,

Z LT, HREWNTO GMP BIfREIC L > TIRO K& 72ikfdiix, 2014 4 (CEAk 26 42) 7 A 1
H750 PICIS AT, ZoMM¥EIZHAD GMP BIfED1ESA% PICISGMP L[R—E& T 52 L %
EHRLTWEEAN, D THIA% GMP B A1TH Z ENMEDOEEIZ Y F LI,

TERPRBNAE T ST % HlER & € OBEEIE, T DOIERIBU 2 S AN HIE L 7o ESHisk oo Hffr

-;:q;haulgas;llgun_!sn_n.xug.i:%& ZOERNL [HBEHOEE TTOT, wmBEOEBEMEICIZME % m
Al 1—/3, §§ L/‘/Cl/ \‘i _a—O ::‘*'J)EH 0)|§j§ﬂj:\ %@‘lll_:f\ﬁ: :vlééjl%rl: < 7:_; é ll \O Phurmu-.bl"ra Furakami


https://www.pmda.go.jp/int-activities/int-harmony/ich/0047.html
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. BB, FLTCRICED BREDERT D UBICKRE R L2 Z T TWET, TOEKTIX
GMP #ES DIRERIZHEAL TV D DL, BCKD NFEDORJE SHULIZIHILTWA B X T EE A E T,

ZD [GMP HIGEDAKFIOEM] ZHfET 212X, 2720 ORH &N NMEITR Y £7,
mn B PRAE (Quality Assurance; QA) Y Cralii E B 2 450 TH Y 35 N85 B, fEH I
TWDZ DX D BRHGEOFFDEWN, TIXMEDLN 2 &5m CHIICR R 50T, fAFLEHOD
EZHFC, ROy v TNECDLI LR EBbRET,

[ 3R 5 O Bl T4 CHRPRICHBUE FROE R 20 L CTAh D & il &V o HREOEE T I
FELER->TEE LU Z8E, FFICRELE 20035 ETT, £TUYKT L0, £0
BB DOS X T, £, BETHHES (LS |k ;event) (Vo2 20181021848 DED L D7
WHEZ WML & L CHE XD D0 O AR ICIN#E T,

GMP A4 & T ORMHEHLE (v r 20181021 8it8) A5 &, GMP EHS D 15 & (S@HFEOD’””:E%)
X (& ToOmMLA KL, TJ“/\TOD@HEEODOB RUOESER F DRl &l U 72 5512 E i
TR2EBETHLZ L) ERRXTWET, 2 ZITITEERMER LU TPHTE (CAPA) @*E%Aﬁ)%%
NN T &b BLRTRO O T8, @%@ﬁﬁﬁf%77W%J?%ofi i L 2 3 B
EHPLHBBA DO NEBENE > TLEVNET, b o & T AT AMITEHME B2 B\, EIT
“ERZ” MEEZRE LT, EENHONEN RS E BIET~ETL LI, LirL, ZOEK
7kt iL, Y AT AZ AR BET DL AZ A ZATHMERH Y 77,

2T, ZOERTIFRIEST ORI LT IR MOPEESE HHREFIZAN, [V X7 X—2
T, WOEFEMNORETHIZODOGENER L AT LE2EZTIEZ D EBRWET, 207D
DOY—n & LT, THEOWME 28T 2Rl AT L, D VRNERIZED S HiED
[GMP LRI || T DPEZE B COMER ) i & [— M7 B 72 B R0 ) 2 /8 L
GMP T NARER] ICHEFT D22 DFEOYT LD Z L2 HE LTWET, ks, ﬁ@
NEDPEAICEHEICHE B > TND DT, [[ CRRARNAEN AL T CHEBE L CRl#l L TWET,

1. B8 (A XV b : event)

Wi (deviation) & W9 AEEORIEORIIC, A XV FEWIFEIZHOWNWT, T—fIcEXT-W
EROET, AU by 20 b ZLONE HELI HDVIE TR L0 5 A A=V &k
HE9,

“event” OB VR A3 EF T O EM A Cambrige Dictionary (V7 :2018.10.21 ifE) Tal-XA 5 &, IRD
EoliEillcsnTnEd .

“an activity that is planned for a special purpose and usually involves a lot of people, for example, a meeting,

party, trade show, or conference”
(ZZR (R 72) FRRllO BRID T2 OIZETE SNIIEER ThHh > T, IR LSS, =T 1. &

-r:q;ha;:as:‘lﬂﬂn_unnxugg% ZoOERNT THEHOEEH TT 0T, @mBloREMEICIRE
Al 1—is3ls, §§ L/‘(l/ \‘i _a—O ::‘*'J)EH 0)|%§ﬂj:\ %@‘lll—?" C : Jigéjf%': < fi é ll \O @Pﬁunﬂu-bm Furakami


https://www.newton-consulting.co.jp/bcmnavi/glossary/event.html
http://lifescientia.com/wp/wp-content/uploads/2018/02/15-007_%EF%BC%A7MP%E7%9C%81%E4%BB%A4%E6%96%BD%E8%A1%8C%E4%BB%A4%E4%BA%8B%E4%BE%8B%E9%9B%86%E4%B8%80%E8%A6%A7%E5%AF%BE%E5%BF%9C%E8%A1%A8.pdf
https://dictionary.cambridge.org/dictionary/english/event#dataset-cbed
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IRE, BOWVEIEFED L Y72, 2L DA DBEDD),

ZOEREOBEWIIR BB/ HNTND A R hEW ) — kA A= L —FLE9d, L
Lo AR IciE TR EVWIHIEREDHY 3 (vor 20181021 878), 1SO Guide 73 : 2009

JI1ISQ0073) Y 27 <=3 A b=—H5E (Risk management-Vocabulary) | (V> 2 :2018.10.21 81E) T
I T2 X, ROEICEESNTWET

& B —E D FIIRIL D HFH UIEAL

(Occurrence or change of a particular set of circumstances) ,

BV LLKFELLHDTZD \L£®u3an®é&é\%TﬁK%%Liﬁo
3513 H4: (event) : &5 —HOEDIRPLO HBLXITEAL,

R 1 FRIE, %thﬁ§~fﬁuLf\‘z§>é 2BV, ONDFEKNE
HOZ LB D,

HRL 2 TR, B EZ LRV RGN H D,

VR 3 HHUY, FRE T FH LIFEENRD BB D,

B 4 A5E (B36.13) ITETELRWVWERIE, =7 IR, FHE, YU,y X
T —Z2LMEIND Z Enb 5,

(725138 LR U TH, BIRKWR A A=V BB 20 b ER A, £ 2 TRIZEER (1
N2k cevent) OFFTCHIHLZERIOBIAK (K1) #RFEL X I,

M:emRy

B & (Event)

M SR MnE T G Ll s B4 SR . L
(Bl mnlidr 1)

B

(Consequence)

M1 VYRIZ#@TODARVE (BR) OEMA

FZITIE, MOX S BN I TVET

[ oF by THG) L3, MBS ERETRE “BiB L OERIT RN 5 38HELTOR
W Ch Y, THEOWE Y 25, TARLELT 2 FOBKRE TOTTEEDHTH
TEE| CTF, LEBRST, FRIT. bV Uy FRERETKRD ST DIR 5T,

'.-:"—}"';'&“'}b'""_"““‘zugzg ZOEENT THEHROEE) TToT, i
AT P BLTOET, SHAOEIL, 2082

(-
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https://www.newton-consulting.co.jp/bcmnavi/glossary/event.html
http://kikakurui.com/q/Q0073-2010-01.html
http://kikakurui.com/q/Q0073-2010-01.html
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T (Mo T o b)) RFL (T7VT0 ) WRBLESAZLEAET,
B, TG oF Ty, Tl (T7 7o) oLHiz, MO BICEEE L5
FEREDZ L& ISOHKR D & TCldEc #5258 (Consequence) | L FEA TUWET,

¥ OEEICIE, BOEEEZLELTLO B FiR L) L. BWEE (B BT IEER D)
EHLEL0TH0RBY ., TSR] 2 (R LWISEIL, TomFAEERET, )

D LURERBGEIC AL EF2, ERROBB O T I4 ¥ F 2 M) (incident) &5 HEEDH
TEFE9, Zdincident &5 FEED, US-FDA 225 A > ROJFEE A —F —(ZH & 417z 2018 4 5
A 15 Affo#EEER (Warning Letter 320-18-41) (v >~ : 20181021 5ife) [ZRAOHNET, I, &
DX RFEADH Y ET,

We also found that you investigated numerous OOS results between February 2015 and
April 2017 as “incidents” and not as OOS results. Your “incident” procedure did not require a
substantive investigation of OOS results. Your response acknowledges that this procedure was
inadequate and that consequently your decisions regarding OOS results were not supported by
sufficient inquiry and scientific rationale.

(BEFR) A FDA 1T, EEAY 2015 42 A5 2017 44 HOHIM o [00S fEH L LT T
<1y T4 T U N @i msmitsks EAESITZ2LT0D ] 250 00S iR ZiHA L
TWEZ ELRERLE, &t “4 o5 b OFIEIL, 00S FiRDOFEM A 2B R LT
W, BHEOEEEIT, ZOFERREIR DO THD Z L K, ZDTDIZ & D 00S it

VBT DU EN o0 7e il & BV S ERAUAR L (scientific rationale ; R7E  —ARAIC (5 — 4% TONFE) &\
52 euEP) WK TEMTOEN TNV NWZ EEFETHD ERDTND,

ZZTFDAZMERA LTV “incidents” &9 HFEIL. 1ISOGuide73:2009 [V 27 <3 %
Y] THEHEINTWAIESE D LR D X9 T, BRLOFEICEH L TWD Ko7 BN
HksE) Ty, [TmF-FAEUERBoT=T—4 ] & L TOMHEEZREICIL TS L H T,

“event” & “incident”, ##UZ “accident” ZMZ TEDEWEAF TR ET &, KO L 5 725
B vz 20181020 8itE) N SAVTWVET ¢
@© event : HHZAYE K7 kS
@ accident : 4FF L < ZRWMEFEI 7 HIR S, o gl
@ incident : K‘I‘J%iﬁ HsksE, Fx B el oFEmt:
FRROOIBEICR 72 2 & ERBUIR 20 323, [ UHRZREZEKR L £,
EFE@o “accident” 121X, D X D REHNRITMZ HALTHET,
(P2 ERTET, HFE L RVHSKRE, FICESREDZLEZERLET, (Z0
incidents %) {Effid HATNL, FHOBREICEDLD Z LR INDMEMRH Y £, |

= Pamasowonseo.tu = OFERHE A OTERL T 0T, GO IR A
: EBLTWET, THHOBRL, Zoxl ::‘%’i% ZE, @"“ et ek


https://www.fda.gov/ICECI/EnforcementActions/WarningLetters/ucm602671.htm
http://eitangotsukaiwake.suntomi.com/index.php?event%2C%20accident%2C%20incident
http://eitangotsukaiwake.suntomi.com/index.php?event%2C%20accident%2C%20incident
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feNC, RN AFETHESTWS 77 F 0 b ERIC=T VA TT,

F-EEO@D “incident” X, KD X IITHHAN SN TWET
MEFER e kFEEZ R L, S0 2 L2 EHm2 e v £9, LA L. amusing incident (%L
WHIRSE) LWt BH DN Z L H Y £7, )

“incident”lX, EH oMb d L vATFTADA A=V EFOHBLEUONE T, Mok Tk
& (law) HATOEREFTITHD &L, ROX I RTHELH Y £7 ¢
A privilege, burden, or right attaching to an office, estate, or other holding.
(ZEBIR) &t LHid 2 WM O REPE AT R T 2 5, A SUIHER,

“accident” <> “incident” X, “T=E - EHAET D LI FLHLAIUL, ZOT Y —XTHY
EF B TED “excursion” (—iEAMEML) SEITWET, LAvL “excursion” 23, “deviation” & ®
PHRE IR SN DS TH D DT LT, “accident” =2 “incident” (. deviation (i) & R
I L, BURTIR, £ &5 H LT ERHIY A7 78R A MIBEESIT T ERHTR S
NET, HDHE, “accident” <2 “incident” D RREIL. EHEERER CORPIE ORI Z K
ATWVDDDEHIVER Ao

ST HBLOMEZIY EiIF T2 olz, 2 2 % T deviation” Tid72 < . Z D ELIZH % “event”,
“incident” & %\ “accident” L E-oT-HFEEO ZRAEZ L TCEE L, ZOERZ- o —2 )
DI D LI FITEA KB TV D b EYA, £9TT, UAIRX—=AT, VAT
~F v 7T, £ LTHFENZR GMP TOBRBEI S AT LEZHBET LD, 2 b0 HEES
ERHALTIT 285BI TWAENLTT, TODO Tl E LT, M Memilks b o
THEXZhol2ledTY,

FATIE, I T2, %MWL (deviation) | T, #MBLIZEI LT GMP _EDOFEARIBE &AL L T
HrET,

2. ®M (deviation)
2.1 T&BL ORFBEO—BRERES

FITHEHAKED B EWOIBEOBKRAZZEZ CTAEL L I, K - kmOEMEEH L S b
TS [REEGEMAD (BRE - KARZE, KREMEEIS, ERkIU4E1993 /) 12iE, TR HIZEiT i
HIE, FE, FUTTI L) EERBASRTWET,

FIUTIL, FEED “deviation”” OEKRIL, FOL OIS TNADOTL I I, HIFEEFRTLL
Cambrige Dictionary (U > 7 :2018.10.21 if£) @ deviation @ B2 R ADIAIZIX., RD X 5 IZFH

="« Pharma Solutions Co., Lid. ZOEENT THEHOER TTOT, i

7707 Ma—barARat OJJE—;K%‘T*I? (i 2 @
- §§ L/ _( l/ N i _a—O ::‘*'J)EH 0) |%§ ﬂi\ % D ‘lll—?"\ EC Pharma-bie Futakami

T
BELTEE0n,


https://en.oxforddictionaries.com/definition/incident
https://en.oxforddictionaries.com/definition/incident
https://dictionary.cambridge.org/ja/dictionary/english/deviation
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SNTWET, FIXHEOTRITRLET
[ C or U] a difference from what is usual or expected:
(BER) [MTHE - AAEAFE] @Oz &, HE2WVTH/HESN TS Z L0 b OfE

The letter cited 'significant deviations from current good manufacturing practice’.
BIXBER) ZOEM@IL [CCGMP b OFERAM) & L7,

[ U ] the difference between a particular number and the average or normal number:
(ZEBR) [RAEATF] SOREDORE . EAE E 72138 T OBUE O M OFHE

In a recent analysis of local temperature changes, Reno ranked first by amount of deviation from
the 30-year average.

(BISLZEFR) MR DIREZAL D FE DO/ HTIZ BN T b 30 G O D) & D i
DRESINIZESTHDTT 7 T2 Reno (V7 : KEFAZMOU > 5 —FORFHTEH)

ZOHARFELFFEOMEBEOEW AT HE, E<—HLTWAHEHITELET,

2.2 THfi] DOHFED WP ES TOES

ZALTIE, GMP BAfROIESIT T OFERIFTLH SN TNDTL LI ?  HARDOIEFEL
ENTHIE 2002 4 (AL 14 ) 4EFIZIE WHO GMP (213 deviation O HFEEFR A H D £ L7
23, HAED WHO GMP (2010 4F) » 51 deviation D FFEEFRIT R 2o TCWET, TOED
WHO GMP D& EFIZBAEDFE GMP L 1FIXF U T Lz, BED 7 v — L OiERH O
G, O Z EDFEL S EAN TV S DR GMP (ICHQ8) & %D Q&A (V> 7 :2018.10.21
gr) 1207 L BbitE T,

JR#E GMP (ICHQ8) (Tid MMt : AR S NIHRUIRE SN EEL L OB LHY F
9, JF3CTIE, [Deviation : Departure from an approved instruction or established standard.] & D FC#
2o TED £1,

JF3E GMP @ Q&A O_FEEGMP O A RF7 A T2 Q& AIZOWT | (CFEEfE
Rk 28 4F 3 H 8 H JEA G B BRI - AR TERTA R B AR5 - BRECRER) (v~ @ 2018.10.21 B
) 121k, (HEEE) OHED Q201 IkD & H rit#iz#ie kT !

Q201 &ML & TREE) OFEX. FEM,

A20.1 RFETIZRWVA, TRHIZEE L TWA, ICHQ7 TbILTW5D i) o HEEL.
KRB ENT R UTRE SN D OTERE ] 2\ 0, UEEM SO B ~D
BERHEHELHEL, RVWBEELH D,

(REA) 1%, BUS UL TN E SN REICE AT, Y RSO MBI

= Pamasomtonsee. s, = OFFHE TEEMORR TTOT, @EOREEC MR E
- . §§ L/ _( W i _3—0 ::‘*'J)EH D |§5,J§ ﬂi\ % D ".I—T'\ ﬁ: ::“lééjl%r': < 711,; é v \O @Phurmu-bm Futakami


http://academy.gmp-compliance.org/guidemgr/files/WHO_TRS_957_ANNEX1.PDF
https://www.pmda.go.jp/int-activities/int-harmony/ich/0047.html
https://www.pmda.go.jp/files/000211690.pdf
https://www.pmda.go.jp/files/000211690.pdf
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B 52 DRER L 72 D IREEE VW H[ICH Q7, 2.50, 14.30 & TF 20],
Zo T & TREA] OEWVOFBAIL, 72720 BRI DI T F9, @ik THE~
DEENIN] HELHD LWV I ERFRITIKETI I,
2.3 GMPE4. RIEM BLOICOMP iIzA 3 T SHOEYE
kR 122 Tl OMHFED GMP IES TOEFR] [Citdi Lz ko, #EHROERZ B E
L TCWAD%, BAEITEE GMP 7211 T7, B3 GMP 1353 % /' 0 — L Tl S 57200k
HTd, EFEN GMP WO BLEM S HAUE, BANCB N THLZEOEZ T2 MEFT 208N’ H Y
9, LML, ZOHNI, HAD GMP E 4, fiif153 LU GMP FHHIEEDFLE (v >~ :2018.10.21 8
) ZHERLTRBEE L X 9, JiUd, EMICDRVWO TRy b EOEEE FRERICE & L TR

LTHET, B, KFLEDNLIFEEZ, FFELTVET,

#1 BUEEFHEICEDLSBAD GMP A4, BITHE LU GMP BHIEDTHE
GMP &4 HEAT GMP H=Hi£E

Gl D& H) B+

BT S

F32RICBWTHEMNT 256%

ate

BEREEFIL, W
FE S 7> & 0 i it
(BAUFHIT T3
VD )M U
AlTBVWTIE, 5
PUDIEELHE
(2, FIEEFICES
BN/ I RE S
EiThw iz
By,

(LREREESER, DO UDIEE
L7, BB BICET 5
(B IThE Rk
WZEEHELEZLDOTHD
Z &,

Q@FBL1EDO (HLUDIEE L
F Lk, EEONKEHRML
I EZH 60 U Y EES
DOELHE L LTHEE L, Y
BOBEBEZHEO6FELHD
HEICHE S CEICB W CH
HCHE L TR Z L,

L7=5AIcBnT
X, RICBIT 5%
BEiTHZ &,
A P K DR
DEE DR %

AP L, T OHE

D#LO 5 B BEEFF N E
KRB L Il L 7235612 32 hE
TOEBTHDLI L,

(5)% 1 T 2 5 DOFHM K& OFTE
DIEEIT, BEREE THDL

— BBONEET | Q) B 15U 1 BORER, BT
— DAL N TR, TRZ
00 .00 U P B O B
DI IR BT T DB
OWTHEHHMEINDHDTH D
zk,
SORKARMBEAVE | (45 1S 2 BORLER, FoC | BB

(] GMP15—1 GREERE) RBEOTERE
A X0 RERSIAICERE S - B I I
B L. SERHFENCERE SN E BIED D 0 Tik
i) 23 A DITHE TS, B OBURIE & Lk
L THRWHEPRIC & » TYUZERIENRE S h
TWpZ enb, WAHKNBANLBENL
DIRNEEE, ED XS ITHET T RV,

="« Pharma Solutions Co,, Lid.
PU77AT S)a—ar ABREH

ZOERNE TEEHOERH TT T,
FRLTWET, ZFHOBIZ, o8

e
“E

DB T R E A
BELIEEW,

@Phurmu-bm Futakami



http://lifescientia.com/wp/wp-content/uploads/2018/02/15-007_%EF%BC%A7MP%E7%9C%81%E4%BB%A4%E6%96%BD%E8%A1%8C%E4%BB%A4%E4%BA%8B%E4%BE%8B%E9%9B%86%E4%B8%80%E8%A6%A7%E5%AF%BE%E5%BF%9C%E8%A1%A8.pdf
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EERLZ L,

a AZHET D
Al Dl R e OV
[Z DWW C Rk & 1F
L. RET DL
LB, A
R L TCEIC L
DHET D&,

N BOREICEDY
bR A 2 (1100)
il R O LD
WC, AT
MREZTDHZ
L.

O, BB~ O SRR
L HMRERDTNDEHLDT
HHT L,

[&] HERKIZONTIE, H 50 UbAREK
AT DI2DIZRET Db DM, F72id, L
FEONT Y R FEIEFED b Lo R &R
DICHR L, LVRERTELHERTIHMN
THETLHOLEHMHIZL T Z &, &
MGG, B RS 2R U7 R R 2 788 L.
ZOFRKIZx L TxERA#E L, 2O R %k
WY D&, MERGEITIT MEHIR F2
Rt T 2 ELERHEELRY . BHONE &
LHILENL DR ETRT Z &

(] GMP 15—2 GABLEER) EHMD - EER
HAGLGMPESE 1 5448 1 HIC[HEE
IS5 OB A U581 & 552, [k
i) OWEEEDIIITEZTZL LV o),

(] —H S EMITEME 3HFE3I D15 (3)
I\ TIE, TR T O A IS B I NS TFHIE,
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B HNT % OREOFHERECHRERIL, CBICLDFIEII LN | D,
THEETDHZ L,
(122 XY F— a3 »OIXE(L) HAD GMP EH5 D& X JiT
12.22 WY F—v g VERFHEEICHGT DN F = a VIREETIE, | RN T = a VOBET
BoNFHEZENL, BOONEETORBICZ AL FEITV., | AV F—a VEEED
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ERT 52 &,
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HAEWNTORBOEEIL, HAD GMP A7 5 NZJFFEGMP OE 2 T #ER$T 25 2 & T,
KISMARELE B X HNET, LM LEDTDIZKED GMP (=CGMP) TOR#HZ MR L T X
FL X9, CGMP OFt#II R v b EOXERONABERE (v 2Hb 20181021 8if8) FFAHALE L=,

="« Pharma Solutions Co,, Lid.
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#3 CGMP [ZA % G EHEE b % ioHk

RLEANA

maEIAV b

Subpart E--Control of Components and Drug Product Containers and Closures
(FE ERABRBIUERROER)

Sec. 211.86  Use of approved components, drug product containers, and closures.
KB IN7=eh, EFEERI L ONEkeROMEH)

Components, drug product containers, and closures approved for use shall be rotated so that the
oldest approved stock is used first. Deviation from this requirement is permitted if such deviation
is temporary and appropriate.

AR GRSy AR, B L OMERIL, &b R <KR SN AEH M &
RINHEHEND L oicn—FT—var&ds2 8, FUEEANEHLOKFER) Zo
ZHE D OBBUE, —RFRTH Y . 2O THIITFE SN D,

e ARl X
JR AR EE TH -
T, B 2
FFSD,

WEALEA B DA 2D
HWIFE DB D)6
fEH3 2 BB e
INTWABNR, Zh
LEEE VR 5,

Subpart F--Production and Process Controls (8l X O TREEH)
Sec. 211.100 Written procedures; deviations.  (FJIEE « i)

(b) Written production and process control procedures shall be followed in the execution of the
various production and process control functions and shall be documented at the time of
performance. Any deviation from the written procedures shall be recorded and justified.

(b) FMEE D JEESF & i~ %
FUEEHB L O n b 2B O~ OWREL FITT 2 12hT-» Tid, BEEFHRL LU

Ot 2AEBOFIEEL BT L, HOFETLERETYERT L2 L, FIEELS DOV
AR L. TOERVERNGHET S 2 &,

“Any deviation from
the written procedures
shall be recorded and
justified.” & V9 3L
IX. FDA 483 0%t
KTULIXLIFSIHE
NoHHDTHD,

Subpart F--Production and Process Controls (83 X X TREH)
Sec. 211.111 Time limitations on production. (L o I R i [R)

When appropriate, time limits for the completion of each phase of production shall be established
to assure the quality of the drug product. Deviation from established time limits may be acceptable
if such deviation does not compromise the quality of the drug product. Such deviation shall be

TR T AU R 2 3
HDIF, fhEh o
A D E AR R & BN <
OIATHI HDOTH
L. LT BERITN
BT E SRtk

ZOEEHT THEHOEE TToOT, @MBEORBMEICITRNES
FRLCWET, THHOEIE, ZOMICTEEL TSN,

@l’hunﬂu-bm Futakami
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justified and documented. T D,

WEIRBE ., EELOME R RIET S0, JEDK BN T4 % F TORMIHIR
EWESIT B Z &, ST ST RERIRIBR D & ORI, Z 00 X 9 7ol a4 34 HK L O

BEBRBZDRNOTHNIL, RRNIND, ZO LD REMIE, FOESEMEEFEL
(justified) ., #ERE LT HZ L,

Subpart H--Holding and Distribution (fR%& 3 X OHFFACRE) First-in, First-out @
Sec. 211.150 Distribution procedures. (Hififd 2% FIE) JFAITHY | Sec.

211.86 IZ bk~ 541
(a) A procedure whereby the oldest approved stock of a drug product is distributed first. Deviation | <%
from this requirement is permitted if such deviation is temporary and appropriate.

@HEDSEH L - e Ah

EHEG DR b FRRR S NI R & . RIS HERLE T 2 FIH, 2 02 b Ol
X, ZORMA—RFHITH D | OBEYRGEIITFFESND

Subpart I--Laboratory Controls (RREREEH) MR & LTI
Sec. 211.160 General requirements. (—f&ZE{k) AR e R R & R
bhs,

(a) The establishment of any specifications, standards, sampling plans, test procedures, or other
laboratory control mechanisms required by this subpart, including any change in such
specifications, standards, sampling plans, test procedures, or other laboratory control mechanisms,
shall be drafted by the appropriate organizational unit and reviewed and approved by the quality
control unit.

The requirements in this subpart shall be followed and shall be documented at the time of
performance. Any deviation from the written specifications, standards, sampling plans, test
procedures, or other laboratory control mechanisms shall be recorded and justified.

() EEFEMIC Lo A - KR

ZOVTNR— FTHEREIN TV DHME, EHE 7Y o753, RBRFIEEZILZE D
fthoo 7 NEFBEE O, (ZICiE, T L5 kg, K 7Y 75, Rk
FlED 2 VIMO T REBA = X LOUA 72 5B bEte) 1L, £ O Y Zekiikn
EREL, ZOMEEIEM (QCU) N ba—L 7T, hoERTLHI L,
OV T R—=RMNIHLEMEET L, ThEFEM LR TR TS L, LEEL
TeHiks, B 7Y s, RBRTIR, F 0T DIE0 O RBREE B D O
WY, T EEERL., FOELMEESEHT AL LTS

il 2 OIEFOFTRFITBH I/ T2 EBWETR, Z 2D RIS ROYFT 5 2 & 2H A0
HI20%. 2D ORBREZ RN MLILI 2 £9, £ 2T, WHETIXENO 2 YT ¢ v T et
AL B =Xy MZAB L TWAERZRHAL T, DL A5 B->TiIreE L x 9,

';:!;“’E“;'ﬂ"“_‘,‘“_“-xugi%& ZOERNL [HBEHOEE TTOT, wmBEOEBEMEICIZME %
Al 1—/3, §§ L/‘(l/ \‘i _a—O ::‘*'J)EH 0)|%§ﬂj:\ %@‘l?\ﬁ: :vlééjl%rl: < fi é ll \O @Pﬁunﬂu-bm Furakami



DBEBIC BT D 2 FFEOMESE) (V) —X £01) SGTH LA 2018 4512 4 18 H Page 13 of 25 pages

2.4 PIC/SIBLUFDA Y5 i BFEH~DOHFF

F—ZA T U7 (ZIN) OEHESE GMP O H LT 4 2 74x4T PharmOut (V> 2% : 20108
10428 ABE) LW RHRHY Y, ZoOHT, A RRELREREARL THTHWETO
T, b b ZIDFESRE T ENRLH Y £, EOEEHIT, “Setting up deviation, incident,
nonconformance systems” (Presented by Debbie Parker 4 July, 2016) (V> 7 &b : 20108 4 10 A 23 A BTE)
LETLHONRBY E, ZIUTEFTIOMNHRD T LEUVEETT R, ZOHIC TPIC/S O
HfrEE] BRIV [FDA OMIfFFHHE] LWORT A4 K (5#) »d Y £3, IPIC/ISGMP = EU
GMP] TIMnb, Z ZIIFKKDBRBERIZONTOEZ T NEINTNDL E V) ZLIZRY E
T, FNEFELLEXROE TRLHEiT 52 LITHLET

PIC/S Expectations (PIC/S DHiFFE1E)
Significant deviations are fully investigated ;
BRZ2BEMITH2ICHEET D

QC —any deviations are fully recorded and investigated ;
QC — Wfu7p 3 & +0iZfdk L, & L2325

Assessment of deviations from specified procedures ;
FEDHE (FIE) Hoo@biorex 2y~ GHE) 235

Incorporate risk assessment ;
GRYE  EFIZ) VAT EBEAA L NDEZ T2 ED 5

Reviewed in POR ;
PQOR (Product Quality Review; 5L WEHEAE) I2BW T L E2—9 5

Signed authorization for deviation from manufacturing formula,

processing instructions and packaging instructions ;

BLETT . INTTHR RIS L ORISR 7R D & DM DWW T
GRIE : ZONERLKHISITH T D) BAAY OKRBET D

Written policies, procedures, and the associated records of actions taken

or conclusions reached of any deviations or non-conformances.
WoNTHEES D VL, R E A EASICEE LA mICE L To
WY — GHeIreh) . sk KOO STEAL

= Pamasomtonsee. s, = OFFHE TEEMORR TTOT, @EOREEC MR E
‘ g &‘3% L TWw i ‘3‘0 T:*”)EH ) |§ﬁf ﬂj\ % D ‘|l'_:‘|\ ﬁ: :Jééjl%’ < 7": é v N, @Hmrmu-br‘n Futakami


https://www.pharmout.net/
https://www.pharmout.net/wp-content/uploads/2016/07/2015_GMP_Validation_Forum_Deviation-Incident-Non-conformance-Systems.pdf
https://www.pharmout.net/wp-content/uploads/2016/07/2015_GMP_Validation_Forum_Deviation-Incident-Non-conformance-Systems.pdf
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Should be avoided as far as possible; should be approved in writing.
HRDMRY (GRIE O EEZ ?) BT L2 L  ETKRETLI L

- Any deviation from expected yield should be recorded and investigated.
RSN DIEN D DM 72 DS, Tz, MaEdTL5Z L

+Include stability program.
GR¥E - |ARIZ OV T o) BEMHE 077 080562 &

Gl&kEW T, TFDA OIIfFEIH) LT5AT7 A4 FERAEL X9,

FDA Expectations (FDA DOHiFFZ1H)
Quality System staff are effectively integrated into manufacturing and involved in non-conformance
investigations.
BV AT LDAL y 71E, BIEICED L FHEZDRNTLE D £ L, B REGIHE

(non-conformance investigations) (24 B5-3 5,

The investigation, conclusion and follow-up must be documented.
A, B L7+ u—7 v 7iE, XEL2TER B0,

Any deviation from the written procedures recorded and justified.
LEAL SN FIEN S O 72 H M G . ENAFLER L, TOESHLZIERD Z L,

+ Any unexplained discrepancy (including a percentage of theoretical yield exceeding the maximum or
minimum percentages established in master production and control records) or the failure of a batch
or any of its components to meet any of its specifications shall be thoroughly investigated, whether
or not the batch has already been distributed. (Sec. 211.192 Production record review.)

TR DI 7 5 AR—F (ZHICIE~ A Z —ORLEE PIFEE T S T- g KB L O
INERREBRLHGRINEDBoREEGTe), £y FELITZE O ORI ES
52 EDRMIE, SNy FORBRICHAELIE SN TV LN ENI b 6T, K E+5
AT 5 Z &, (Sec. 211.192 BEFIER D BRA)

+ The investigation shall extend to other batches of the same drug product and other drug products that
may have been associated with the specific failure or discrepancy. A written record of the investigation
shall be made and shall include the conclusions and follow up.  (Sec. 211.192 Production record
review.)

JREFRA X, F—EEBOMON Yy F | BIOYEAES I3 A& BEET 5008 50
IRV O EFH IR 2 LR 2 2 &, JRRFREORRESCEZ/ERR L, ZHUdhm s 7

= PuarmaSowions o, = OERHET THEMNOEE T DT, MmEOMEEICITREEZ
' > L TWET, THHOBIT., FORICT-EL I N, @Hmmm-m Futakami
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