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A root cause is an initiating cause of either a condition or a causal chain that leads to an
outcome or effect of interest. The term denotes the earliest, most basic, 'deepest’, cause for
a given behavior; most often a fault. The idea is that you can only see an error by its
manifest signs. Those signs can be widespread, multitudinous, and convoluted, whereas
the root cause leading to them often is a lot simpler.

A "root cause" is a "cause" (harmful factor) that is "root" (deep, basic, fundamental,
underlying, initial or the like).

The term "root cause™ appeared in professional journals as early as 1905.[1]

Fantin (2014) describes the root cause as the result of the drill-down root cause
analysis required to discover which is the process that is failing, defining it as "MIN
Process" (meaning a process that is Missing, Incomplete or Not followed).[2]

For example, projects may fail due to unrealistic expectations.[3]
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[Cameron Faulconer DRI HBARE DR K]

1. Improper diagnoses of an issue resulting in an improper solution.
REGRY Y a—vay (BRR) 2bbd . MEOREDREH

Occasionally, the scope of the actual problem is misdiagnosed. Once actions are taken in
accordance with the perceived scope, the problem is likely left unresolved. This concept is
explained in the visual Venn diagram below:

Rl LT, EROMBEOHPNR > TSN Z LR DH D, V&, [T
e TR (727 3ay) BWEITSNTLED &, ZOMBEITES IR O £ £ D%
ENTLEI, ZOMEIE, FIORLEREAZRX A THRAR S S,

Perceived Scope, Part 1 e Perceived Scope, Part 2 =R

AL EE, 201 J:L SHF LR, £m2

Not root cause Root

Not root cause
cause

‘ BARETIE
BERETR jpxmEmE HLWER

While the perceived scope may share aspects with the actual scope of the problem, the
actions the engineer takes towards resolving the issue may partially solve the problem, not
solve the problem at all, or exacerbate the issue.suds.

RSN T-FEPEIL, FORBEOEEREOKE & H A E2IEF T 25581TH 508, HikE (=
U=T) BNEOREE T 272D D T 7 > a ik, BIBEZ RN 2855650, M
B FE oI L7 WIGER, HDWITREZ AL (ssuesuds) S DHERH D,

® 3k ok

FERORVEITI 2 0DOEZE LELINLTWETAN, %200 “Notroot cause” Z EiEH
YT 2 & T, T b ATt O EWEAJFRIA S (most probable root cause) #5415 &9 2
L AR L CWET,

P7PAT N )a—as XERE

=" Phiarma Solutions Co. Lt ZOBENT THEROER TTO T, wmBORMEBEEICIZMES
if L/ -( l/ \ i ﬁ—-o :‘*IJ)EH 0) I}%:(Jj:\ % 0) Alf_i &: ::‘jééj%ﬁ\ < 7L:~‘ é l/ \o @Pﬁarmu—h’a Futakami
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4. BARKATH S LOFTHZEBRRS

AR KR OHEEITIETICHE LW Z S A TWETR, FhLL R NERESHBEARRK] 2
U THDHZEE, AENBEUREDOH 10, BICIIBEEECEEE Ay (RE?) 215
HZEIE, b ELEFEFICH LW LT, M6, FRUCHTAREERLE LT,

HEIND [REFER]
DA DRE

?”
n3 MEAEE] 0BT root cause:

! HRUNI- —

DECISON. ~ CHOICE

ELTAREEAEVEED L "most probable

BEBEMNICEHIATESH?
(Rationalize ?)

(R#L % RE 3 & 5 & Data 2 R"E357?)

Yes No

v

)R FFHEZEN—R

ICSHREBEREMA%ZEZ S
(Justification)

\ 4

BT —4%, HBWIF
L ¥ FerRt3EE
TF—REAL VICINE

y

RHEROEHES
BREET % GREICH
BHZEWwWH,?)

v - R[9S (Systematic)
BAEERERE®D - 53212 (Concise)
WROXE | .mmszmc (Claify)

- BEoRE (AJEETHNIE)
(Conceptural chart)

6 REINEERZBRARRERL LTEFBENICHATICIE @ER)

f:"&“:,':.'.‘;'.ﬂ'““.ﬁ&}&z - ZOERNL THBEHOEE TT 0T, @mBOEEMEICIZME %
’ BLTWET, SFHIHOKIE. Z0O8ICI-EIES N, @ wa-bio Futecamt
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6 DB DWIIL, HETIHHTLL LT, AlFLVHATHD TEB LT L LTFE
W, JGICEEZ. CAPA OFEEZ ¥ % £ TORHMISIKIC B Z 1A TAHIZWE BN ET,

FEICERRBRAFAE L, ZNZ2ft L, £ OMER LIEEREEN KR SN D E TORH
FIZR R 30 A TI 6. SR EIFHIIIRIB A H Y EH A,

Zo 130 BRE) 25, J&EH (Calendarday) Tix7a<. =Z*H (Businessday) THHLETHERDL
HYFET, &I DL, FDA SR (Warning Letter) ORIEHEANR L, F &5 L7-FS0 5
MEEHTI5 B 20T, ERAARHOLEENE TR, ZORIEHMICADRNo TR
HIX._“Import Alert 99-32” (Vs wnv) WHEMEND EELNTET, FANFEELIZITHE
AT, T O TEOFHZ KEICHH TE 2D A7 59, Import Alert 99-32 % H S /-4 %
DOFHER A AR L= SEoR Lot b TE £8 A,

XTZo 130 HEY 1XNCHET 2D TL X 973 US-FDA 73 00S (HEEAMER) 1220 T
Barr £ & #efil & 7e o ToRRIS . A DOBFE DI TIL FDA DNUGF L TWES, ZOMGROHH
IXFDA 39 TEBHIZ) &V oE&I, B ARERN/KIT TWEns T, EKINICZo
00S %X, FDAS Barr tLICBEF L E3., LavL, ZoO—#HOFMRE CREZ R E 2 T,
FDAIZHNEHIIC TEHIZ] WO HIEAZ 30 FEEBDE L CCEIZEN T, BERONETE T
fREED X 5 TT),

FEZCICRT &L TRDUREEZ A LI A6, ARG FOKR E TOWIMA 30 AfF] &
9 DIE, US-FDA DA 51T TEBIZ] ST RS EERFIHRDOTT,  FDA OHHHA
=3 H (Working (Business) days) Toh 5 & LTH, fENBIIZIZE H (Calendar day) & L CHio
TR L TIT Z &0, BEANOFERENFHEAELIZIFO U A7 [R5 EZ 2 bIVET,

. &1 (correction) (X, BIRIBIZ R DR AT 4 7 « A4 37 b Z2F/NRIZINZ AT 280
2, WO ABERICEGIITILERS Y T,  LrL, EEHE (corrective action (s))
LT B (preventive action (s)) 2SFAA A EO AR R TR TOHEIX, YRB2bNE
T ZOBGIE, HAERE IS TR A M L “1TEhEHE” (action plane) % ATk L T
CAPA % it £,

B 72 A2 “action plane” ZFFETHI~5 &, “adetailed set of instructions to follow in order to solve
a problem or achieve something” (REZfRILT 2720, HDHWINIAINEZERL T H7-DITHE H &
foor (BHEOY) O —Hoty b)) REShTVET,

£l HOMEORBUT L TE, PRIHENSHERIZNREGRH Y £4, BIIE, FEETA
YTDba—~vr Ty 78— (Wbwbhta—vr 7 —) OHETY, ZOHEIZIEE
EREIATA T, PUHEMT ARV ARt GERENLRD) BH0 £T,

ZZC EIE (correction) | &. TREIEHE (corrective action (s)) ] &9 2 ODOHFEIZHEHR LT
TEV, ZHIZOWTE, ROETHELL ZHBA L ET, [JEIE (correction) | 1M (=

= = Phiarma Solutions Co. L ZOERHT THEHOER TTOT, MmBloOREMEICIIREE
P 7707 s Na—var AR e §§ L < i _a—O ::‘*'J)EH 0)|§j§ﬂj:\ % @‘lll_:f\ ﬁl :vlééjl%rl: < 7:_; é v \ Phurmu-.bl"ra Futakami


https://www.accessdata.fda.gov/cms_ia/importalert_521.html

MBI S R ONE (V) =X 20 2) HRARE L BELE - PHHEE (CAPA) 25275 Page 11 of 35 pages

RSB TIE “NEA” OMER) PERSNERET, ELIATI NS HELZEKRLET,

PNSEIVEEZRLE LR, FRROZEAEEFEFZ T, D TR EZ ISR TIV, T
LWk, ZZETRANTREL DI HRARRK] OfETYT, HOBRAKFRKRZZEZIEDS
ZEFIERICH LW & T, R THORAKFK] ThoEiERT I EE, BEICEFAR
AIREICIT WV E B E T,

ZFD—FT, CAPA LW I BB BLOY 72 25 A Tld Tieh WTHEMEN B HIRAIFRA ] (BLF,

HZ TIRAFA) ERELET) ZAifEe LT, RIEHESSTPHREEEZIRZL, ELET,

ZOMARFRZRIEL, BT 5720121%, fAENBEREOH IR Vv —2 (REER : &4,

A i, £ L CHER]) OBAZLEL LET, SFV, BERRRIZZ ORI FETH
5857 HER ObLBFEEFEUUIELZLEBMELRV T, WBAFRRKEZEZGEDT
[SHORESUERMETH D), HHNE REEBNEETH L) LAEMT LT, BE
E LT, TNEFHRICHENEED CAPA Z1E 95 Z LTk A,

ALz LTh, BoMmata LT, Y e BbnsFHEAE RAIRK] SA0ESTET, W
DERFTH D & ZORAJRK % “most probable root cause” (FDA AR THOEILH) . & DV
“reportable root cause” &\ ) KHLAE Li-dHEN RO ET, 2T “reportable” &iX, [
HHRD ] HOWE THRETHMERH D] LWV ERTT, 2 OEE S T RARREI 5
L ChE& xR A2 FEli L CTITS 2 EDRREIZR>TEET,

WICHE 2 Z 13, [ EZNARARKTHDL O] LEZFICHEM L THLH 2D X ) 72WiE
EEERTHZ LT,  ZOWMEEILCAPA DRBREN, Mo b (BEYFH D WVITE
BHRE) 12, HDHVIE, (TELRITHNO B S BERBUEEEFEA T, T OMARFIK OHEEE
BEAZUTHL LML TCHL LD LI ka5 BTy, &b, HIHFHEE
PRRRRARRIR &A@ 72, AERICEHIZ A REE 35 (rationalize) Z &, SWMEX 5
L BBINT—8 Iz BiET—%) CENEERET DS LI LWE BnES, L
L. ZUNARECTHIUT, bRV IELE S A ET,

BI2IZIE, CAPASHIGOBIRE R Ozl L Th T b FHE, HIli#ima LT, el
M ZAREE 5 (justify) 22 L, FHIOMEIZRD ETPRINET,  BIEMITIE Y
277 LWHHEND, RAFKOMEN T OB LRI L TIT< 2 &2 £3, 0Ok
(2. TOMBEERMN, FoRFEMER S LICRHET D EREEIIRY £,

BAFROHEEHBOFIL, Ad A XT1EREE, ZORAFRKHEEIZEDL LB Z A
Th, 2HIEFBEALRVEIICEEZ LET, HEAIZ. B8 (BEFZTT)., @RI (—o
XEZELS, EEEPIEID) . PRARERBET (BRR, H50VTEEO LORBZRIT ), £
L CHBECTHIUE, #EE LI-BAFIK Z @ 2 BEaHHR IR 2 2 EREENE T,

= yPamasolmtonsCo.lut. = DERHT TEEHOEE T T, WO EEIEICIXME %
AT A—A3 §§ L/ ‘(l/ N i _a—O ::‘*'J)EH 0)|§’J§ﬂj:\ % @".I—T'\ ﬁ: :vlééjl%rl: < 7:_; é v \O @l harma-bio Futakami
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5. CAPA DHEDOESR

Tun—Z QI TH Uz X 92, CAPA DB DIGDIXE MG OEBLL 2T AMTH Y £ L
7o FARTZERY TIE. KEO CAPA O F & F o &L, 1999 428 AATID QSIT (Eikfkas
DEEA VAT LEHTA F)  (https://www.fda.gov/files/Guide-to-Inspections-of-Quality-
Systems.pdf) 2SEAIDOANHIREETLEE (7).

US-FDA %, EWHREISDTTF CZOQSITICEAEE VAT LAZHRA L TRE R ELH T, Zh
HERLSBHICHED A, BEOEKL GMP BT [6 VAT AHEE] (1) NMibhbdZ
Lz £ L7,
(1) FDA @ 6 ¥ AT AL HOWTIL, ROEEZ ZEB T S0,
[xt38] US-EDA O ZF A (6 AT L) BHEOHHHILZ DN T
[5%t5R] US-FDA O ZAF A (6 VAT L) HEMBHNEIZONT
(U > 7 HIAZ + Accessed 8 April 8, 2020)

Harve CAPA, system procedures b sddess

s racuiremanis of M O ragulibon been
datined an
0 1000a)

FOOD AND DRUG
ADMINISTRATION

GUIDE T'0 INSPECTIONS OF

QUALITY SYSTEMS

x
Poential Probiems - Frivinive Acions

x
Wars scurces of product and qually VPR SO K T
I o

d ity pr
ot

1
|fen 100tay

«Q “Q
eP©ec, &‘

I~ ‘5&&

Q

% &4
Gm%fazif
Lz o

CORRECTIVE

) AND
: PREVENTIVE ACTIONS
s (CAPA)
; DECISION FLOW CHART

49

7 QSIT System (1999 4E 8 H) EFIBFRDOMET AT LD
TEITA FORKE, LEOFNERAZK

ET, CAPA VAT LZEZBRTNLHDIEQSIT D 47~68 HTd, D49 HIZIL “Corrective
and Preventive Actions (CAPA) Decision Flow Chart” ®[X73% ¥ . 21 CFR Part 820.100 (25 - 7= 4L
HOWNZRLTWET, 7k “21CFRPart 8207 1% REEFHINIZE 21 45 820 %) %
BHRLTWET,

= PuarmaSowions o, = OERHET THEMNOEE T DT, MmEOMEEICITREEZ
' > L TWET, THHOBIT., FORICT-EL I N, @Hmmm-m Futakami
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http://www.ph-s.com/uploads/technical_documents/2018/03/HP%E6%8E%B2%E8%BC%89%E7%94%A8_%E5%AF%BE%E8%A8%B3%E7%89%88_US-FDA%E3%81%AEGMP_%EF%BC%96%E3%82%B7%E3%82%B9%E3%83%86%E3%83%A0%E3%81%AE%E6%9F%BB%E5%AF%9F%E4%BA%8B%E9%A0%85_20170915%E5%86%8D%E8%A8%B3.pdf
http://www.ph-s.com/uploads/technical_documents/2018/03/HP%E6%8E%B2%E8%BC%89%E7%94%A8_%E5%AF%BE%E8%A8%B3%E7%89%88_US-FDA%E3%81%AEGMP_%EF%BC%96%E3%82%B7%E3%82%B9%E3%83%86%E3%83%A0%E3%81%AE%E6%9F%BB%E5%AF%9F%E4%BA%8B%E9%A0%85_20170915%E5%86%8D%E8%A8%B3.pdf
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CAPA DALEEF ALK A, B 21 CFR Part 820.100 D NENFHAED S L L [F UnE 15 72901

YEFEHEILR L THATHE LI,
> 21 CFR Part 820.100 £ 3C 78,

LU nE%ZZ’J) EF%XO)}F/J{: fcﬁo“Cb\éf:??’)
Bl (20204 H) ERUD

(2. 1999 42
IEAATLZ,

WTHIC LT CAPA O 25 LAOFfEIL. 21 CFR Part 820.100 53 OBRENEE T, £ D
720, FOELTHELNTWS AFEOM S 2T 5 2 & NN T,

Joseph Tartal (US-FDA @ CDER
WCHTE) &9 Gas, 2014 i
“Corrective and Preventive Action

\_—/ S—

Basics &S WH T LB U EAE

(V> 27%b, Accessed 8" April 2020) =

NTHET,

ZIUX CAPA DY T U AT NE
BRI D 9 A TRWEM L2 Y
£9, IhExEiRLIc&EE

(X8) bAEXRENTEY &
T, ZOEEDLEARN R
L, SHIZHIOEE (B
B3) THli-o T HFE DO AR
1R LET,

Corrective and Preventive

IEIE IE 1:% ]E % Bﬁ 1:% ]E Action Basics
DERE Emms

2014411 48

Joseph Tartal

CHAFA F . BB DDA

US-FDA = FRCATS R E ZTHIRL TERE ¢
TS ELE, 48, REMERTT 0T MR

CDER (Center for Devices and Radiological Health) \L}ﬂu\ BYRLECWET 04,03
ke PSRN

] 8 Joseph Tartal (US-FDA : CDER)
“Corrective and Preventive Action Basics”
(2014 4£) D %FERE K

%¥}t 3 : Sanjay Kumar Jain, Dr. Rajesh Kumar Jain, “Investigations and CAPA: Quality system for continual

improvement in pharmaceutical industry, ”

International Journal of Research in Pharmacy and

Pharmaceutical Sciences, Volume 2; Issue 6; No. 2017; pp. 47-54.

F10 g

#) L LR Lo
ENTNDHDOTIEDH Y EH A,

ISO TOERTH Y, [EAKEGCEIRMLBAROIES TR

£, MEE (ER3) ) IZERRBEROER T,

7ok, EIHMLBMRO CAPA OFE#HiZ L TWAERIZFHTHL L, BEHZI X - T, Ve EZ

FPRITND Z LA £,

FIE] & [REHE] OFEWIR1 O TR HEENHkE T,

EIEHE] 1308

B, [RIE] OXISOAE (H) BT EOEWKRTH D Z LI, BHURITE N L B E T,

B, <D "%k DT T

EfE] & [FUHE] oBnwSEEBEbhEd,

F 1 DORIEHE L PRHEEOMEZ T 5 & RIEHED RS hiz) (=%EL /AL

7z) MEFHTH LD

LT, PUHHEDS THEEDOSH S| (=FEITITE Z > TR,

M E S b L) REBICHLTIT) 2L Thor e s THVET,
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7707 Na—anAgted
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http://www.ph-s.com/uploads/technical_documents/2020/04/%E5%AF%BE%E8%A8%B3%E7%89%88_CAPA%E3%81%AE%E5%9F%BA%E6%9C%AC_FDA.pdf
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#1 CAPAIZEEDLDHFEDESR
A 8 # = (&#3)
Correction | action to eliminate a detected nonconformity. Immediate action taken to correct the
B E A S NTEARESGZ I RS 2 & existing non-conformity to avoid further

1. A correction can be made in conjunction with a damage
corrective action. WD H Ay DERET D7D, BEfF
EZ, BEREICEELTTY 20 | OREEEEETLEOICELIZED
KHbDTHD NEHEE

2. A correction can be, for example, rework or
regrade
FEIEIE, BZ0E, BT (rework) <> FF&EHk
£30F (regrade) 23 Hi3k 5

1SO 9000:2005(E)
Corrective action to eliminate the cause of a detected non- Action taken to eliminate the cause of
Action conformity or other undesirable situation. detected non-conformity or other
RERE BASNERES®H DI E L < 72\ | undesirable situation to avoid recurrence of

WRRROJFERZI Y RS Z & non - conformity.

1. There can be more than one cause for a ARG OIS D72012, BHE
nonconformity. NI R A IO R E L < Zv kg
FREAIZOWTIE 1 DL EOJRRBNFET | OJRIKZ B0 bR < HHE

Ny N
SRS S WRETE : QSIT(p.50) NOTE (2 #E v

2. Corrective action is taken to prevent TWHEEHIEL, TRto#Ey) Thy, Lk

recurrence. STV,
= N -

REIEARIEL, ARER CDice bhd Corrective action taken to address an

3. There is a difference between correction and existing product or quality problem should
corrective action. include action to:

fEl fEl e z LE N L
Ef%i\g RIEAHIE) ORICEZERADE - Correct the existing product
nonconformity or quality problems and;
1S 9000:2005(E) - Prevent the recurrence of the problem.
Preventive action to eliminate the cause of a_potential non- Action taken to eliminate the cause of
Action conformity or other undesirable situation potential non - conformity or other
T BhE FEEEDO &S L RS, HAHWIEMORE E L < | undesirable potential situation to avoid

RO DIFR ZHRY < 2L TH D

1. There can be more than one cause for a
potential nonconformity.
"REMED B B R AT,
AAET D ATHEMED & 5

2. Preventive action is taken to prevent
occurrence.
THHEEIZ, BEZSTEDICE BN
DTHD

1 DLl EDJFA A

1SO 9000:2005(E)

occurrence of potential non - conformity.

FIRETED & B i & DI &kt T 5 7=
Wiz, MO S 2 REd ] £721E
ML E U< RWATEEMED B B4k
W OFRRZRY RS 7201, D
= HEE

="« Pharma Solutions Co,, Lid.
7707 Na—anAgted

ZOERHNE THEHOER TTOT, i
FELTWET, ZFHOEL, Zomics
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:@rm EEODH D (ZFEBRZITEZ > TRV, BERES S LIR) &0 9 fal

CHEEAELS SETVWET, EBRICERZREN (ERES T TERRAREE)) MNiEo
7% A1E, CAPA OEiZ RO LN ET, RIEFEE TIIRAL—XT OO, THFED
EpET Mz 3200?) LHLRSRoTLENET,  HAARENTIET K/ 0EE & —
Vi, BEICE X Do RIREHEIT, mBRMIEREE D REHE] & L TEBHE T,

ZDFERLITW) TAREMEOH D@BLOFEA] &) O, B4 LI ERedBl BB b
5%@%%#&%@%&# ZThIE, ERNONR ) ORSETIZOBRIL, P E X

JEIEFEE & LTHRICXHE LTV D] EWORIEBIZR>TWD e Ed,  Fxid TRIER
e THHEOXE] #9590 LIRS B2 2081 S5 &b,

IS D GMP BIROKE DGR T L=, THIFEICELT 25138 - - - | WO Fn
éﬂfmé%®ﬁ%bibto%%#%k CIRBL (OREA) O TR O JME Z FENEEH

L, BEAIHOT5Z LT, #ITL TV O HEBLZER S, NETHIUIKISEEEZITV., 7
et Lo b oT L?‘:o BAREIIZIE “Alert Level” (@ L~v) DX 975k
HRRELZRIT T, ZhEEETHHATHL LB TWE L, ZO&F X2 HIE, @R
FHIRN2 0 oD LN ET,

L2sUitam & LTIk, BEHE & TR EOMOBfERERABIIS T2 (Fvyaryl—
DEI R TORBUTEI R H D) LEZXFET., RERPMEALOF T, BHBPERRE 2
FEED, TNZESOWTEORICERTIPALEL RV ET, LT, Hx0dEfz2H
FHL T, FRICxHRT 2 Z ERRDHNET,

FTO [RERE

B oy | |
LIMEROMEE | | S, BR, SHES, AN, By 27650, GMPHERENGRELTS |

Tt o i
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" 21 (Correction)
B (FER) | | EEsii)
oRE 7| ko)

Z 0@, tho
8 - Bk, EEYZTA
THEZIFHN?

BEN SIS,
£E0-8t Yes —(3) (@)
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6. KEDEEEESEHE] (21 CFR 820. Sec. 100) IZ#4 5 CAPA DOALHE

CAPA D& 2 JiNEFE M GMP 22 b TR <, ERIES O ME T AT AinbiE > 72 2 LITEH
O7aa—7THOULENE LR, TOELEDEREHERLTBEELL Y, LITICHR
LEALE LD, ZHTIEERESNS GMP IZBL2FITIFTHVIZ< WO T, H9ICZONELE
MEATEHHMLELE, ZORIDEHY GV rbEhETA, 2L, EFTERE
FROME Y AT LOHMAZTIIRWO T, BEROIEMEICEERMZ KD £9,  HPRDHRV R
X TOZREBEANNZLET,

x ckox

21 CFR 820 Quality System Regulation (zmgso) SE Y 2T LHHI
Sec. 820.100 Corrective and preventive action J&iEH5 & & TRAALE

(a) Each manufacturer shall establish and maintain procedures for implementing corrective and
preventive action. The procedures shall include requirements for:
FIOEER T, BIEHERB IO TPUREEZITOTCOOFIHELHLL, #H5T52 L, TOF
NEF R DB R ZZTe Z &

(1) Analyzing processes, work operations, concessions, quality audit reports, quality
records, service records, complaints, returned product, and other sources of quality data
to identify existing and potential causes of nonconforming product, or other quality
problems. Appropriate statistical methodology shall be employed where necessary to
detect recurring quality problems;

MG ORNES ] X (20O E O] ([ZBEDLEBEMD, & 5 WITIBER 2R IE %
BETHT-OIL, WOFHEGHIT S : v X, EETNE, F#6] (concessions) . i/E B4
Wik, WERE, VB REk. 7 L—2A, B Getumed product) . KONHWE T — X D
D DIE R, HERGEIIINE EORMBE ORI 2T 5 720, WU Rktat 7177
BRI 2L

(2) Investigating the cause of nonconformities relating to product, processes, and the quality
system;

i, 7R BLOWEY AT AOREAOREEZTHET S ;

(3) Identifying the action(s) needed to correct and prevent recurrence of nonconforming
product and other quality problems;

A G LA O SE EORMBOBIEZRIEL, THT 27O SRR (ks 21318
¥ ERETD

(4) Verifying or validating the corrective and preventive action to ensure that such action is

effective and does not adversely affect the finished device;
F ORI HAE DN Bl ST EPEIELS (finished device) (CH RN TH Y . OB E LY H 2 77

= PuarmaSowions o, = OERHT TEFEROER] TFo T, mEOREMEICIIMEE
- o §§ L/ —( l/ \ i _a—-o :\‘*IJ )EH 0) [;%'3 ﬂi . % @ ‘If_i c: ::‘Jééj%&\ < 71,:“ é l/ \O @Pﬁarﬂm—biﬂ Futakami
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W EEBEEREIZTHTEODOREBLOTFioHELY, XY 774 (MR T 75—
N5

(5) Implementing and recording changes in methods and procedures needed to correct and
prevent identified quality problems;
REINTmE EORMELZ ZIEL PHICKEL SN HIELFIRT, ZHEZITV, £LT
BT D

(6) Ensuring that information related to quality problems or nonconforming product is
disseminated to those directly responsible for assuring the quality of such product or
the prevention of such problems; and
i EORESA S & 72 o TR BIMR T 2 F T, 2D X 5 2B OB E ORIER,
ZO X RO THIC, EEMNREEZAI Mt MIEAMT L2 L afERRrbo L
+5; LT

(7) Submitting relevant information on identified quality problems, as well as corrective
and preventive actions, for management review.

JEIERTE - PRIREIIZGmO Z & FrE SV EORBEICOW T O REEH A ~ 1Y
AV ML B a—|ZHT 5,
(b) All activities required under this section, and their results, shall be documented.
IOk va ryTERENTW DL ETOEIL, TORRELIITE T L L,

* ok ok

FEROESEFDBR L, EELGMP L OMICKRERERZEUETA, EHRL GMP & E
WIS ZR D IE v AT LAOBRIL, IROETHRFNNZ LET N, KED CGMP O H1(Z CAPA DH
FEIIR OGNV TTN, RLEIREBEZFEBR_XTWAHEEITH Y £,

B, arexr—va CVRENT, ERESR L EELO 20052 o SR E W2 ET,
ZOXREDaER—v 3 VRO CGMP OEAETA XA () @ “3. What CGMP

responsibilities apply to specific manufacturers and facilities, and how should CGMP compliance be
coordinated across facilities?” OIF|Z1Z, CAPA 73 CGMP [ZEFEE D Z & Bk _TWET,

¥ : Guidance for Industry and FDA Staff: Current Good Manufacturing Practice Requirements for
Combination Products, FINAL GUIDANCE, January 2015.
https://www.fda.gov/media/90425/download Accessed 4/14 April.

P7PAT N )a—as XERE

= yPharma Solutions Co. L. ZOEENT THEEROEE T T, wmBEORBMEICIIREE
FRLTWET, ZTFHOENIX, FORICTEBELTZE N, @Hmrmu-bm Futakami
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FHRHEFEE X, BREEBES I UF
HBEZITS5/-HDFIEZMILL. ##
FLTWLWDIH?

21 CFR 820.100(a)

l

ZDFIEIZRDODEREZSATULS
H? 21 CFR 820.100(a)

|

ZAatX, FEFIE. SHEE
(concessions) . MEBEEHERSE.
B, Y—EXEEE|. L — L4,
=Y &M (returned product) . BT
mBT—RXDZDMDIERIEF.

21 CFR 820.100(a) (1)

l

[REROTEE] » [ZToftoF/mE
LtoRERE] ICEAHDEEEID. H DL
ITBTENLTREREZSET 78I,
R (aD2LABE) HFIEAR ST L TL
>H? 21 CFR 820.100(a)(1)

l

SIrlCHT=> T, BRELSIFEICIE
mE FORBEOBREZRMNIT D7-%
I, BYIGHRETFENAEEFERL T
L3 7H? 21 CFR 820.100(a)(1)

|

G, 7R, BILXUMEBIXR
TFTLDODARABEBEDODERZRAET S
21 CFR 820.100(a)(2)

l

TESRACtomE LoRBBEOE
FERIEL. FHIB/-DHICHEL
EE (E#MEITER ZEHELT
WwW3A? 21 CFR 820.100(a)(3)

|

Z DRTEBED. RRILSIN-EEE
2% (finished device) IZHZhTH Y.
hOBEREEEZSILTWI EEHEREICT
D27-HDRIEBLIUFHDOBEZ. N
V774 (FER) 3NV F—FL
TUW37H? 21 CFR 820.100(a)(4)

l

ESIN/-mEBLEORBEAZIEL FB
ICEELINBZAELEFIET, EES
fTL, ZLTCRERBFELTULBH?

21 CFR 820.100(a) (5)

l

mE FOMBECTES E > 7285
ICEARI DERIT. TDOXS5LRA
DB DRIENR. DL S5 GLRHIED
Fh5Ic. BEEMLTEEEZE S BB
ErICEAMIDIELEZEELTDLDE
LTWwwBH?

21 CFR 820.100(a) (6)

|

BIEEE - FHIEBRE 2RO &
FEIN-REEOBEICOLTD
BFEEFRE R X L Ea—IC
IBEHLTWBH?

21 CFR 820.100(a)(7)

THOEIa>ryTCERINTWBIETCOFFNINI., TOFKEREIEI(IC
XEkLTWBH? 21 CFR 820.100(b)

9 21 CFR 820 Quality System Regulation Sec. 820.100

mB Y AT LRE] (EEESDHEE & FHLE) 2020.04.08 /£

="« Pharma Solutions Co,, Lid.
7707 Na—anAgted

oL THEROEE) TToT, WMEOEHICIIREEY D)
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7 a—N)VTRIZSE . EFREERIT 1SO ORBNIEFIZRONDE T, 0 1SO O HULEERIN
WD X ITAMOBEY TT, HAD GMPITEAIZHT=> TiZ WHO D GMP 2 X— 2R &
LE LA, KED CCGMP OB AR =1 £ L1z, & L THIETIL PIC/S GMP D2 % i
<ZIFTWET, ZDPICISGMP iE, EU-GMP L5 EHL T,

ZDOCAPA L WO T —<DRRHT, arvx—rva YEEOHB LMo T, EFEE L&
O MERIED AR 2EHDOE 2 FIL, Sk, ETETHERUFRICHEN S TTS HD &
HbhEd,

7 . CGMP “T® CAPA #f4x

EFE S GMP OS5 CAPA O = & %3k U7- #4513, 2013 4E|2 David Barr Fe3#ss (&K
4) LTCTWE9, CAPAICRDL 2D LkiiE 429 5 &, 2013~2014 FERiit4iLt v Mo 518032
WK U AT F9, ZOEIZ CAPA ~DOBLAEFE > TV BbhvEd,

&#t4 : David Barr, “Corrective and Preventive Actions: A Key to Pharmaceutical Quality,” IVT (Institute
of Validation Technology) Network, Nov 25, 2013

https://www.ivtnetwork.com/article/corrective-and-preventive-actions-key-pharmaceutical-quality

Accessed 4" March 2020

HDLEL Y 0, Z0HETIL, EEKS GMP TO CAPA OfLESTH T 2R~ Tk
TOT, UTFICEER (FEIzE) ofHz28& L £,

RIFBEBEBLUFBHBE (corrective actions and preventive actions ; CAPAs) (&, EERMEIATLA
OIFBICEEBREDDO—ITHD, EFEROBERY/ X(FHERTORBESH, WRUSERNIFEREINLRS
({. ZORE FEMFLEEHE) (OVWTOFBZMIATIE, BFREOTESHSVIME LOMEZZIE
9% (RIEEE : corrective actions) fzéh. TUTZORIEDEFEZHC (FBHEE : preventative

actions) z&DIBEZLDE. FDA BREBLFESMHAGHIIESFED (compliance officers) (&, UIFUIE,
“band-aid approach,” (\>RIAR-7J0-F) EFRENBLOREBENRRIRRICOHFUT Z005%, MR
UCTED EIFTWS. ZO&5R107(d. VEUFESIKOFEL ZBEDTH D,

CAPA 257 hAOBME, 1BERZINELT. DL, HESLURBOREZFAEL. TUTZOBERZFZHC, &
T OMRNRZBIEEES LY/ FEFHEEZLIETHD, LINERIEHBEHSLUTFHEER. \Jy
1H2NENIT—RFRZENRETHD, BHOBEZEI I8P TR IEEBSLUTFHIEEDAE
(communicate) Z{T\\ BEIIVR—IXD N E1-DIEFREIRM TS, ENSONBEZXETDLE. B
MBIV BOREZ ROV, ZOEFEZM L. KB LEHIWNIR/IMET RIEHICHADEDTH
Do
(FRHg)
CAPAs (&, BEZERD cGMPs (21 CFR 210 and 211) TZERFECZDBZIRNZEIFBNTURVLY, CAPAS EEIER
RERBIEFFELTLNSD. CAPAs DHEfEF (expectation) . EZER®D cGMP (CHBEFBAETHD. ERE

~pamasowoeso.te -~ OYEEHE TEEIOVER TTOT, GEOME R 2 D
AT =230, = §§ L/'(l/\ i‘é‘o i‘ﬂ:‘”ﬁﬁ@“ﬁfﬂj\ %@A‘—T’J: :vlééjl%rlz < 7,: (__J: ll\o Phdrmu-hira Futakami
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reEsOERS (21 CFR 820) (CiBIFBNTLVS CAPA ERkEEHRMAEIARF, 21 CFR 211 (HIX(E 21 CFR
211.160 and 211.192)TERELTIFEL TV,

® 3k ok

FRRIZ US-FDA 1T L % R3S L fi ik DAL C, CAPA BN EDRRICRIE & 72 % 02 % . FDA D%
IR (Warning Letter) Z2ZMLCAEL LD, ZOZER (Warning Letter 320-20-31) |

2020 4£ 3 A 25 AT CHEAFIZRE L TWAE AL v FOoBRICH LTRSS EZLO T, LT
S L7 NRIE, BEROFEHO K > E 0 E9, D LEL TRHETTA, GMPIZE
WTC CAPA DALERHTR, R¥EE LTORIGEEZEZD H 2 TSHEILRD ET, B, 25RE
FFTRBLTVET, £ “0)@)” IHRT G LTS 2RLT0ET

Your firm failed to thoroughly investigate any unexplained discrepancy or failure
of a batch or any of its components to meet any of its specifications, whether or not
the batch has already been distributed (21 CFR 211.192).

B, ZN0BRICHFT SN NNy F THAHAPENZEDLY 2K, MEHINLTWHARNAR
—B] ST [HEICAEE Th ol Ny FRUFSGT] [ZOW T, ROBRELIT-
TV (21 CFR 211.192),

Your facility manufactures (b)(4) injectable products. Your firm failed to conduct
adequate investigations, including timely implementation of effective corrective action
and preventive action (CAPA) plans.

BT (b)) ERFZEIE L T D, BEHITEURRELITO 2 L IR H D, Zhic
IERNRA 2R ERE S KO TR E (CAPA) OFHEO X A LY —72Efi s 5< £ 5,

Failed Sterility Testing #E#H#EDOFES

You did not adequately investigate root causes and implement CAPA to address
deficiencies regarding your sterility testing (b)(4). For example, in February 2019, you
investigated the sterility failure of (b)(4) injection batch (b)(4). You determined the most
probable root cause of this sterility failure was the “lack of robust (b)(4) integrity testing
and possible non-integral drug product vials.” You also stated that the source of the
microbial contamination may have been a faulty (b)(4). This batch was rejected.
However, you continued to use the same (b)(4) and performed sterility testing for a
substantial number of additional batches before you made corrections, including
replacing the suspect (b)(4).

AR EER(0) (IR L CORMEITHLT 57210, RARKRZEUICHEL T H

T ECAPAZFENE L T el filx i, 20194 2 Az, &hiX(b)(4)1EH Al oo MG
BoORNEGERE L, BT T(h)@)seetERlBomdttoxm) & IRSEEMICXR
WS 5B NSA T TH - - ARENE ] & Z OBERBROK b ATREMED B D ARAFRIA (most

= ~Pharma Solutions Co. L. ZOEEHNT TEEHOEE TToT, WMmBoREMEIC M-
7707 Ma—barARat %Abfb\i_aﬂ \_*U)EH@KWQL, Z 0 8 ,,,UJE<7,__XL\ M bio Futak
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probable root cause) & L CIRTE L 72, X E, ZOMAEMIBYROIRFD, EEtENA 15
OB THD EBRRTND, ZONY FIEFFEEINTND, LnL7eh s, BT
(bYA)DIE & F . F DIEIEZAT 5 B2 ) OEDBINA v FOEFHRER 21T > T
%, ZHUTIZEDEDN TS DL)@)bEENLTND,

Your response stated that you will implement automated (b)(4) integrity testing, which is
planned for July 2020.

EftoEEEX. BEMEL70)@)meMER R 21T 2 & £ L CEHN20204E 7 H (2
INTWD EaRRTWVWD,

Previously, you lacked an automated integrity test, and instead relied on a visual check
that was insufficient on its own to reliably detect (b)(4).

DIRMIZ E#iE, 72t BEEURE)ICIEIIAR R Gt - Binsic ks bon?) BHDHDT, £
OFEDLIZ, BEBKEE (ZHEO)@)IZ O W TEEEZ L THRET 5123, A0 Th-o
7=3) kB ELTVAS,

You also indicated that, effective January 2020, you would inspect sterility test samples
for integrity before introduction to the sterility (b)(4).

Fo, EfRE, EERERD)) AT O NS, BERBRY TN ZOREOTEMEIZONT
BT 5 LTV 5,

The timeliness of the CAPA to resolve these significant root causes was insufficient.
Your response did not adequately address the delay in CAPA implementation. Your
response also indicated that you had made revisions to the investigation and that these
revisions were completed on September 27, 2019. However, your response lacked the
revised investigation and the status of your CAPA progress.

ZTNEOBEBELRARIN A RIS 5 72D OCAPADIFEIFEA, Ry Gk : shssiEs£2) T
b5, EEOBRIEEZCAPAD EREDEIICOWT, @WEUNCE R LTV, EikEE
FIXFE L, TOREREEITHTLHEETZT0RIT RN L ZELTENDLOUWETN
20199F 9 H2THE CTIZE T T2 2 &Lz, LovLads, afthiEEL. 2ok
I L7CiAE RS &L BFOCAPADE DIRFBIZ OV TOHREZ RN TN D,

Environmental Monitoring Program #H&Ee=4 1227227 A

You did not adequately investigate serious deficiencies in microbiology laboratory
conditions and practices.

B, AT R OWREE L F DO FEREDOE KK AZ YN LTV R0,

Among the deficiencies were excessive occurrences of negative control plate

= Pharma solutonsCo.lut. = 0D EEHE TEEMOEE) T30 T, WEOMEMEICIINES
AT 1—/3, §§ L/ ‘(l/ N i _§—O ::‘*'J)EH 0)|%§ﬂi\ % @‘lll_:f\ EC :vlééjl%rl: < 7z,i é l/ \O @Pﬂun}m-biﬂ Furakami
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contamination, high levels of contamination in environmental monitoring (EM) samples of
the sterility test (b)(4), and disregarded EM data because of delayed plate readings. More
specifically:

E VDT, BYEIRD 7 R ER I OTE YL EERBRO) @) OBREE =4 U T (EM)T T
IVDEWNEGE L~V B L OVHIEERIL GRi: : BUEos s Bar) DT yﬁ*ﬁtﬁﬂﬁméﬁ#
B D= OIZAE CTZEMT — X OBEZEORAEMEN, FRTEmy, Bz, BMRMICE 22X

You did not thoroughly investigate negative environmental trends observed in the (b)(4)
used to support sterility testing. Repeated recoveries were observed in the (b)(4), including
excessively high levels (e.g., (b)(4), too-numerous-to-count (TNTC) CFU/m3), in some
cases, over a three month period.

b, EEEER G - OBREOBEUIN) 28T 5720 EnD, (b)@)TRE S
TERHTT 4 77 Gk g L< 2wy BRERED b Lo REHSICIHEL T2, (b)@4)T
DEWEBEINAFNTEB Y . 22X, H2FEHITIE, 37 AMichblo ToOIEFITHE W
EEHL~L (Bl 21X, (b)(4), too-numerous-to-count (TNTC : %k <l ~4E) CFU/M3 & v 9
£97) bEEND,

You did not adequately investigate numerous instances over a one year period of
microbial growth on negative control plates. These plates were used to support the EM
program in both your production and laboratory areas.

BErhlE. —ERILL BICh T ARRYEXTR T o T SEAREEH- T D . Grix - s L 5) BAEMA R
WCET 2% < OFEHZ, WMUICHEZ LTWRY,  TbDOh T kgL, &tto
HEXIRB LT RO 7 CORBEE=X) 770 77 L5275 DIl ESNn5 b
DTH D,

You invalidated microbial results without adequate scientific justification. Between
September 26 and December 23, 2018, your biological quality laboratory allowed EM and
testing plates used for monitoring your facility to be incubated beyond the days stablished
in procedures. You attributed this recurring issue to a lack of qualified personnel. These
plates included but are not limited to EM of the (b)(4), negative control plates, and
product bioburden analysis. The testing results were repeatedly invalidated as the counts
were considered unreliable, although the risks posed by the potentialy valid contamination
findings and related impact were not sufficiently addressed. Approximately (b)(4) batches
were made during this period.

EAbiE, ) ZAB R A iR PR Y P D FRBA  (scientific justification) %A = & 7 < AR
FER A ML L7z (nvalidated) , 20184 9 A 26 H ~20184:-12H23H £ TOH], &tk (3%)
AYE T RE, FROE=F U o ZIMERT 2 REES L BE) SBHOD T R
Btz FIEECED DN AREBL THETLIZ L 2FF AL, HhiTRv RIS

= = Phiarma Solutons Co. L. ZOEENT TEEROEE TTo T, wmBEORBMEICIIMEE @
Pharma-bie Futakami
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ZOMEL, BEREMESFHE SNIZBBE OXRAD Gt rEL Ry BREATHD E L, %
oD T AR, (0)@)DEREE=2 U 7, MR T R, B IO
BULODONA NR—F 0 Gk : A6 DEENDID,. ZHICROLND LOTIEARY,  ZTORER
fERIE, MR L, R EHESNZ,  LWIH DI, ZFOEENMEEOBITRNEDIEND
Thb, LPLEBRL, bl oiX, EYMEEROMEMGROFEE TH -7
ZEDIVRY BIORENIZEDDA L7 bOU A7, FBOIZEY EF ootz
Z OHEHIZHIbD)E) DNy FRFE I LT,

Your investigation into the extended incubation of plates indicates that they were being
read on a “(b)(4)” basis.

T 2T NG ORI A IR L7 2 LISk AL, o0 “(b)@)” N— X Tt
AENDZEHER LT,

While you indicate you were reading plates (b)(4), you lacked documentation of earlier
readings performed before the extended incubation times. The investigation also discusses
the commingling of media plates in the same bag that were overgrown to the point that
one plate may have contaminated another plate.

BRI T PR EEH(D) () R EE AT D T E R LTV AN, EOMER L7 B RFE AT
1T 9 NE RV Gk : FIEECsEShmi) TO, BEEEAI D EOSCEA RE L T

% ZOPREREFILEL, ATy 7 () 12 G ko syFo) B 7 L PRES
HZRIESYE, ZNNH D0 T NG N SO B 7 PR BN E Y 2 = S
T, WEDBHARN 2L oz E&#Em LTS (k)

* 0 ZOXET, BREES L THLOICEREZELTWDS, ZOXEMNSEREIZAIETHD, £OX
EDEEHT T PO SR E o T WD BAIN R o TV D T E BRI SN D,

Laboratory data accuracy deficiencies were also cited in our September 2018 inspection.

T RDOT —Z OIEMNMED KMaIE, 20184 9 HITAT > 7o Fox OELR T HIEfiiE L T2,

In your response, you indicated there are ongoing investigations to address the root causes
of the recurring growth on negative control plates. You indicated that you have taken
initial measures such as adding a new media vendor and improving incubator
maintenance.

EHEIA T, RO IR T RS T O IR S D B D AR ORR AR RN % L-4
HT-0IZ, WG TAEZ 1T > TVWA EIRRTWES, BT, Fir- e iitiGEE 42z
HED, BEEMOEETEZNET B W7o, I HERE> TOXEEZ R LT,

Regarding the significant adverse environmental monitoring trends in your sterility testing
(b)(4), your response stated that no additional EM excursions had occurred in your (b)(4)

Smamasostoe = OV DA AOUR T 0T, ORISR
a T -3, 532L/'Cl/\i'§“o \_*”)EH@| i %@l_l ::Eéj%lr < f’él/\ @PﬁarﬂmbirJJ"ulﬂ'&ami
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since you initiated your CAPA. The CAPA steps included addition of a (b)(4) to the
(b)(4), better disinfection of supplies, slower (b)(4) movements, and retraining.

B ORERBR(0)(4) TORRE=4 U v 7 OEKZEERICE L T, &ttoEEEX, &
FESCAPAZ BIAA L CLIRE, Etho(b)(@) T, BRET =X U 7 O /25—t
(excursions) 34 U TV EIR TS,  ZDOCAPAD AT v 71X, [(b)@4) ~ (b)(4)ZEN
2528 MWEHET AWM OEFBE LTI L) . T2y 7 U EO)@EIK 2 L) BXID
(AR & Eh Tz,

You also stated that you are improving overall laboratory capabilities and investigations
systems.

EHITE. SROENDBIOHAKB L AT LAOLEKELE L TS LIRRT7,

However, your response did not fully address how deficient laboratory controls,
inadequate investigations, and delays in implementing CAPA compromised your firm’s
microbiological control program.

LU G, EftoRZEiL. IRBOHL T AROEHE] | [REYARHEE] BLO
[CAPAD ESEDEIL] 23, EfOMEMFRER T 0 /T hE, RERGMRICES LD
DY AT & FEATITHD BT TV,

In response to this letter, provide the following:

ZOEERORBIZEIL, ROFHAEHTLHZ L

» A comprehensive assessment of your overall system for investigating deviations,
discrepancies, complaints, out of-limit results, out-of-specification results, and failures.
Provide a detailed action plan to remediate this system.

&ML (deviations) . MEVVEV (discrepancies) « 7 L —A (complaints) . ‘EFRMREEMES: (out of-limit
results) . FIASAMEE B (out-of-specification results) 38 X ORI Z AT 2 Z L IZB L TO T AT A
BIROAFERRHL, DY AT LAEEET D7D DOFEM LK ULETE (action plan) & HE~ T
é : éj o

Your action plan should include, but not be limited to, significant improvements in
investigation competencies, scope determination, root cause evaluation, CAPA
effectiveness, quality assurance oversight, and written procedures. Address how your
firm will ensure all phases of investigations are appropriately conducted.

EAEOSEEICIL, ROFHEA GO DHZ &, 72770, ZHIZBEESND DO TITARV

TFHEICED A a2 BT v —DF LW (significant improvements in investigation competencies) X
AVELFH O IRTE  (scope determination)  FRASJELK DO FFAM (root cause evaluation) . CAPAD A RN (capa

= ~Pharma Solutions Co. L. ZOERHL THEHOER) TTOT, MmBLOREMEICIEIEZ
P7PAT N )a—as XERE BLCOET, SFAHOEIT. Z0MICCBE a0, @Pﬂurmu-biﬂ Futakami



IS [ ol (o) —% Zo2) HAREERERRE - FHEE (CAPA) 2525,  Page 25 of 35 pages

effectiveness) . L Al DS (quality assurance oversight) 35 X OVFNEEE (written procedures) .
DR TDT = A X (B DN#EUNIThhs 2 Lad, BN EORICHEER D LT
LM, BhTDHI L,

» An assessment and remediation plan for your CAPA program. Provide a report that
evaluates whether your firm effectively conducts root cause analysis, ensures CAPA
effectiveness, regularly reviews investigations trends, implements improvements to
the CAPA program when needed, ensures appropriate quality assurance decision
rights, and is fully supported by executive management.

EFEDOCAPAT 1 7T AORHM L e, RO Z EIZOWT, &R TED X 5 I
LTWa0y) OREELRTT DL« IRAFRREGH 2 ZIRINAT> TWD 0 |
[CAPAD N ZRED O TWDH  [FERRO P Lo FOESRR L E2—] |
[LBEZRGAITIZCAPAT B 7T WK LC ek | b7 S RAER EHEBR A3 R
FESITWAZ & 2 LT [EALORREFE (executive management) (2 L > T3 72 KBS 4
TWbZ &),

* A complete assessment of documentation systems used throughout your manufacturing
and laboratory operations to determine where documentation practices are insufficient.
Include a detailed CAPA plan that comprehensively remediates your firm’s
documentation practices to ensure you retain attributable, legible, complete, original,
accurate, contemporaneous records throughout your operation.

LEAOBEH D E WA+ Th I ERDH7-0IC, EftORIERL LT ROE¥E4A
LT S5 3CE LY AT ADSELR TR,

» A comprehensive, independent assessment of your laboratory practices, procedures,
methods, equipment, documentation, analyst competencies, and resources. Regarding
the latter, the assessment should address the adequacy of qualified staff needed to
produce reliable results within appropriate timelines as well as your practices for
managing the tracking of samples and timely reading of test results. Based on this
review, provide a detailed plan to remediate and evaluate the effectiveness of your
laboratory system.

EHLOLUTOZ LB L TOUMECMN Lie Gt =% k52) 3l © 7 ROFEE
(practices) . FH (procedures) , J575 (methods) . F#s (equipment) . SCEAL (documentation) . 47

WY HF O a7 3 — (analyst competencies) 33 K TNY > — 2 (resources : &i5) o

ZOHE @ik pfRUEOa L EFr =L, Y Y—22) [ZDWTIE, ZOFHIIC, 72K

MFEOHEPHN T, BEMEDOH HFERE15 D T2 DI BRI ST A X v 7 Ol

BMEZERY Fifsaz2 s, FLT VUo7 %7 (GBBF) | (racking of samples)
& TRBRIE R DX A LU —7258 LD | (timely reading of test results) % ‘& FE 325 72O D EALD

P 77T M a—-as AR e ~

="« Pharma Solutions Co., Lid. ZOEENT [HBEHROEE) TToT, mPoREMEICIXRIEY
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FHRWEZRY BF D2 L3, ZamTh b,

* Your revised investigations regarding the sterility failure and the loss of environment
control in the sterility testing (b)(4). The updated investigations should include, but
not be limited to:

HEEMEOREA L. EERBR(D)(4) TORBEEHURIED ML ICEE I 5 B OREREED
WRT, TOUET LA HRE X, ROFEHEEELZE, AL, ZHIUIREENDHDT
VAN

o0 A final summary of all factors that may have compromised (b)(4) integrity,
corrective actions, and your requalification results.

(D)@ DFERM, BIEMFER L OELO FEEETMmOR R 2872 5 /et z o2 T
DR DI 72 A,

o Further explanation of the potential product container-closure integrity root cause
that appears to have been ruled out as a cause of the sterility failure. Provide a
detailed summary of the defect and deviation rates that are relevant to container-
closure integrity from your batch records over the last two years. In addition, explain
the atypical manufacturing conditions that could impact container-closure integrity.

R DORae-FRE D Grik : Ruao) FIREMENH D & LICARAKRRIKR O 72 5 51,

LWV H DX MEKﬁﬂi WEHMEOREA ORKE E L CHERRE T 5 Z & 13
b#f%éo W2 2 DT> TOEHO /S Y FFEFED B DR #R-12 D 5ERMEIT B
2 LT 2 KA & Ml b =R (defect and deviation rates) D FEAN 72 BLAIDFEAES 2 = &

B, Ras-t2OERMENEREL RITTTHA H D, FEERIA 7 il é’é{ﬂr G

HZ L,
» A summary of your completed negative control plate investigations that were ongoing
at the close of the inspection.

EREMNGE T Lz & T AaVEXB D o T o AR O T D HH,
Zht, BEOV o— AT, £EHEN ST TH o T,

Your response concerning extended incubation of media plates leading to the
invalidation of EM results. Include a summary worksheet that documents the date that
each plate was read, the date each plate was scheduled to be read, and the difference in
the number of days between the actual date and the scheduled date. Clarify if you read
and document microbial plates samples more than once during the incubation period
and whether you document the results each time. Also provide your investigation for
the TNTC result documented in PR#2466588. Include the methods used for bioburden,

= = Phiarma Solutions Co. L ZOERHE TEEHOER TTOT, o EICIXREE
P7PAT N )a—as XERE LT iﬁ“o S DR . DS - O W, Hmrmu bio Futakami
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dilutions, and counting of microbes.

REE=X V) U IREREBEHE L2 LICER o7, BT VAR ORI OIE R
b s ERoEZE,  ZhiiEk, UToFEEZED, Bkl —27v— b (fE¥L
BE) 25052 L,
« MR & FEA o 7o B AT
- B EFEARD 2 & A FHE LTz B A
[ERICR A -7 Bt & TPELEGmARY 295 B OfoBEDER

WOREWAMIZTHZ &
- BEEEWIRI TR 1 BELL . BSEMERER D T VBRI EAR A SR ALY . (L LT,
- BEFRCEOR R ECE LD
PR#2466588 Cidl L TWWATNTC (EEu#Z2) OFERICHOWVTOEMOREMRE L 7212

HT 22 Lo NAA =T HIRE L THMEMEZOFINCHER L7 TELE0 5 2
CEO

%k ok sk

R ORI, CAPA (Corrective Action and Preventive Action) &9 HZEDNEZ < H T\ &
T, I T, O TERBMEEICHLTHL TWDEERE US-FDA OH A b TRHEHIZH
NTHET &, 2019 FFELIRITHAT SN2 EEIRTIT— KA 1 ~ 2 [\1E £ CAPA D FHEEDME
DITWE L, 2015 4F~2017 FFICRIT SN BER T, oy 7 7 v 7 L THATR
RV Clx. CAPA ORFEIXfEDIN CWERATLE, ZOEHE25 2018 4Tk, 3HIEE
DHEFIEFEATZDOTT N, CAPA O GBI b CWERATLT,

Eod, 2019 FELUEOEAIR TITERR L C CAPA OHEZEHA L CWb Lo licEbnEd,

Bk 3 5 J51%, “Warning Letters 2019” (71:) @ “Office of Manufacturing Quality” D#45R DN
Ke. TOHMEDOEROESERZ ZHER T IV,

7 : https://www.fda.gov/drugs/warning-letters-and-notice-violation-letters-pharmaceutical-

companies/warning-letters-2019 Accessed April 11, 2020.

= yPrarma soluions Co. 1. COERNE TEEHOEER TToOT, mBEOREEICIIMEY
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8. CGMP T® CAPA OLE % ¥ DIRIZHED 5 )>
CAPA [ZHOWTEAX & ZHH L TEE L7, £ TiX CAPA Z BARANIC ED K 5 IZLEET 5 )
EWVWH ZEN, EENTEZOEEIONFIC/RY £9,  ZAUIBI LTI, Mark Durivage Ko 2
DN RKELZ I 9, FO—oi%, BEICHIOSFTER 1L L LTHHLTWET,
ZLTCAPA DT —~%H->7cb 9 —2Dfma (BES) b REZEBIZRY £7,
fifird, “SMART Approach” &9 HiEEFFET L72b DT,

¥k 1 : Mark Durivage, (Quality Systems Compliance LLC), “The 10 Phases Of An Effective CAPA,”

PHARMACEUTICAL ONLINE, Guest Column | February 5, 2020

(V> 274 Y : Accessed 5" April 2020.)

¥k 5 : Mark Durivage, (Quality Systems Compliance LLC), “A SMART

Approach To CAPA Effectiveness Checks, ” BIOPHARMACEUTICAL

ONLINE. Guest Column | March 9,2020 (V> 24 Y : Accessed 231"

March 2020) Guest Column | March g, 2 [ ] e Jo] - ]=]
A SMART Approach To CAPA Effectiveness Checks

¢, Quality Systems Compliance LLC \ﬁwnamcsmnm

I AT
Mark Durlvage K

A artiel atusing the SMART
ime-boun d)mer_'hbdlg for use in developing a CAPA

“SMART” 7 7m—F &L, LBIZEL BV, 7= AEomnr—I 77 ERNET,
FEAMTREIE, AV U LoBE () EFHATHEEZVWOTTR, EFIIEXESREL LD
WO BRA RS> TWETEIT B L 912, BHRORE TR W= LET,

CAPA OALERIX, B 101Tn L7z L D12, 10 DEME (7 =—X) 3D £9, ZD 10 DEFED
BEREBLT, MnEEZDLIBEOEZETREFH I, WFE & ~x—V A L Ea—] T
7,

i (REE) D726, MBS EZEE LT, CAPA BB ENE T, FTIERAIN
FEDOA XTI DOV AT 52EZ T, TOMERRE (“BiEH#E Tz !) Lk, #+
DA LN IDBPERLAR K HIT “HLIAD” #LET,

WIT, FELWVRILZ A L, MAFRKZEE L3, BESNBRAFRRICH LT, CAPA 2%
2T Z &2 9, “SMART” 7 7u—FLid. 2O CAPA ZRBINICEHic&x 5 L 9
A E S DFETY, SV 5L, [CAPA Z5HH L7ZERE T, £ CAPA O %Efi L7-
B OIENEE M T 2 HiEE, THRDTEBLZEDTTa—F] L) Z LR ET,

= Pamasomtonsee. s, = OFFHE TEEMORR TTOT, @EOREEC MR E
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CAPAQMED 7 = —X

MERZRHEL.
CAPAZRIAYT %

Y 2 3k

BIE/HLA®

HERERRI

=EIEHE FHIEE

(CA/PAD) £ 1T

EDARY 7 4 45— 3 (VOI(s))

AHMREHEORY 74 5—a
(VOEP)

BEO~Y 7 45— 3~ (VOE(s))

sa—X (¥T)

CAPA OALFRTOD . 10 D B

“SMART” 77 un—F0#% x 5%, George T. Doran 723, 1981 4 11 H FI{177 Management
Review (28T, “SMART” LA4FHTHGEZ., BUICHW -t &t TY, FHhhr—X
- Peter Drucker's D~ % A > higilZ, SMART Z 2 — /L& LTHEMAT 5D LW I FEA N S

NTVET,

4

BE Tl SMART J7iEi . EVRAOM R CHERME 5ICBE L-BRE O BIEEERR & B
%ﬁof“i?ﬂ\_ﬂ%CNA®ﬁ% B HBORY 7 4 & —3 3 3 E (VOEP :
Verification of Effectiveness Plan) JEEHNCR L CHmEHAIT 2 H D TI,

FORERFRIT, BAID CAPA DNLE LT RN REE Th o 72 7-H12, BEo~Y) 7 ¢
r—3 a3 (VOE : Verification of Effectiveness) BT, CAPANRILE->TLE S Z ENLL A
SNDEMBIEE S TT,

T IRy T4 —vay) LSO HRBICEESNTEFIY, GMP TWHXRY 7 1 — g
UE, B TR Tide<, FleERE bo TWES, XY 74— a i3 ThRE
R0, FHEDQERFHEMNM 2 SALD &0 ) BBIFGELZ 1R 2 2 L2k 0| A2 T52 L,

(E) THHZELEEEINTFEW,

E D ISPE DIRDY A FEZROZ &,
(Accessed 4th, March 2020 )

. https://www.ispe.gr.jp/ISPE/04 cop/pdf/pharmaceutical 02_ja.pdf

ZOERHE TEEHOER TTOT, imBEoREMNEICIXMEY
FRLTWET, THHOEIE., Z0SICTHEEL TSIV,
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i y
+ Smart * SMRTIZ T
HEHET S
s J
M bl - BHE{L A RIBE
easurable TH3
» Attainable  ERRTIEETH B
* Relevant - HBIEEN D B
o’ J
b ~
« Time Bound + B9 IS G
HEIRETH S
- J

12 Smart 7 7 —F

SMART VOEP ZH#lE L. #7525 G1%. TR EMZEBETHILERHY F7,

e Specific— Is the VOEP unambiguous, clear, and focused?
Specific (Bfe & %) — VOEPIZ—FMITH Y, AR TH Y |
ZLTEAZKRVIALVTE LD TH DN ?

e Measurable— Is quantifiable data being used to assess the VOEP?

Measurable GHIZE2SAIRET&H D) — VOEPZFHEI T 272D D E BT — X DNFET D
?

« Achievable — Is the VOEP feasible or practical? «
Achievable GERXFIRETH®H D) — VOEPIZETAEL D, HDLWIBENR LD TH L2
* Relevant — Is the VOEP appropriate for the level of risk?
Relevant (fRIGER$H D) — ZDOVOEPIX, U A7 LULBSEYITH D02

* Time bound — Does the VOEP have a realistic deadline?
Time bound (REEIRIIRASE AT 2) — FDOVOEPIIHFEMN T v RIA 2 H > TWNWAHN?

Mark Durivage [iX, D &L 9 261 % HIF TOET JFSUIARE) .,

% 5k 3k
= Parma Soluons Co_ i ZOEENT THBEROEE TTo T, WwEROREMICIIRE Y
! BLTWET, SFHIHOKIE. Z0O8ICI-EIES N, @ m-bio Futakami
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B&Ed 2EM(CEAL T ZHMENHDD, MIREMNREO(C, BEMRZZ2EFEFFEN5.,
VOEP's (etsastEoNIIo—>3>) DELIRBIADFIEL T, ROEONEFNS :

-COBREN. BEED Rx : @593 3E0) EEOYNTHEFEL TR,
-ZORIEN . BEED 37 ABITEREL TV,

-HIEhEESEEFED(F. 2020 FEEZIUHEAHC, 90%h'5 99%LA E(CIEINT B,
JRERG, 3TAMICNOTS5 % (BIZE 15%1 10%(2) FTRED IS,

BREONUIT—23>DTTAX (BBE) (. FIMrE#EZLE1—-U. J0-XI(FEIZo T VOEP (st
BHEORTT—330) T FOHEDSNTOWEGERL (TET>R)  GRE : AO#EE) #XEIZTOTAT
Hd. TOTADN)FT = A EEIRRIC, EUFORESNIEFSHIRTEECESHULALDTHNE. 20
CAPA ITNEEERD. BIIMEDARII(T -3V N BEERIEHE. €D CAPA B TRLELTIO
—AU. $1lei2 CAPA ZA—T> 283, #ilcik CAPA (F. 2050 CAPA Z8BBL T3 L%, HEERED
£33,

%k k%
Mark Durivage Fui%, BB 5 ICBWT, EEEOFBHAOKEE &L LTF = v 7 B EOEE &R
LCTWEd, &I FlZ TR0, BEOFEBFICEDLETCEONELZRVIAALT, 5%
D CAPA DIEFEND ZHEB|\Z3ND Z EaBEIO W LET,

9. AEREEDER

CAPA DT/ ERXN, FEELTVWADTHAIN?  FAREMN, Z0&R %
ERf L CWT, BEZ LED £ L7z, BUE, AARENTIIEBERO—E5r & LT CAPA MrE
FrsnTnEd, L, #EEHORMSOF LN CAPA LK T2HAIE,. ZRETO L)
RERBRROZEMEED 5 FATIHEE RN LT £,

BEIZaR 7= X 512, FDA ZEROFTOEENSE 25 &, Bl (RiEE) OFESIT CAPA L7
0. CAPA IZRHL L7 i ENER S D aiEESFE W E BbhEd, WA OEEEx L7
Nz BRI SR L8R 3 ICHRIEEIZHOWTO, ZORERBHANS Y £ L7z,  LATFTIL,
ZOBRE Sy EROETHRO T LET, FELE, Fllz 23T X0,

2%, CAPA DFE[iBOWMEF LT LI, —HOLERLZ, BEFL LTHET,

%¥} 3 : Sanjay Kumar Jain, Dr. Rajesh Kumar Jain, “Investigations and CAPA: Quality system for continual
improvement in pharmaceutical industry, ”  International Journal of Research in Pharmacy and
Pharmaceutical Sciences, Volume 2; Issue 6; No. 2017; pp. 47-54.
http://www.pharmacyjournal.in/download/118/2-6-21-513.pdf Accessed 04/03 2020.
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[k 3 DER] GREREEDE)
PFEREEONENER THH-0IC, B¥EF LT UITERRE T 5, FFIITEHOELZIZBWT

Thd, EEFIL BAFHAFMOIZERER L, ENE2AHUT—BRARO L O ICHET 2 0%
WD, TOHITIFE, WOL ) RFHEIIEETLHILERD D,

HECHBETHDI L (sticktofacts) | FETHY ., i%f%ﬁ%j’ LNDTEHREEL,
EAD = A N ZBET D (Avoid personal comment) © E AR 2 A 2 N & BET B,

FCRIZ T IV LB (Keep your language simple)
FRiZ T E L, oL, BEBRLOLT S,

BRBR 72 BFE 2 WEIT D (Avoid vague words)
Bl 212 “— I E BB T O XD REE I HREERET 5,

B R% & 95 (Chronological Order) : FHAT R FEIL, FERFIHE, FEBROIEH.
B L RIS, BRI TR 5,

a BRSOV TOMEBREEIZRO L 5 NEOHHE Z2F> L B,

1. mE EOMBEDOHMEIL  (Quality issue definition)
IS LT, AIMETH L0 HMICT 5, Fl2iE
« (i % DI T2 07 ? (What was observed )
- HEMFADUT T2 D)2 (Who had observed?)
« {H[IF DT 727> 2 (When was observed?)
« [T AL THE Z 57200722 (Where did it happen?)

cEDOEHITL T 572D )32 (How did it happen?)

2. BHJ  (Objective)
EZAT T2 B R RD X DIk~ %,
< FRAJFIN B b ATREMED & HARAFIK O E  (To identify the root cause / most probable root cause)
AT NTEAA L NOZENE (To perform the impact assessment)

s HEBE X U7 CAPA  (To recommend CAPA)
3. &R (Scope)

WEOFEMEHPHEZ AR LT 5, MELR-7- Ny F T, FUESOMO NSy F 8
DD, HAWVIOEIEL L ETe D), Lol L RIS T 5,

4. FAEF — 2 DERL (Investigation Team) (%)

P 77T M a—-as AR e

= =y Pharma Solutions Co. Lid. ZOERNE TEEHOERH TToT, it
FLTWET, TFHOBIE, £ORICTE

DM TR 2
TE:( < 7,: é v \O Phurmu-hira Futakami
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5. ﬁ%ﬁfﬁﬁ%%ﬁ L7=51H (Hypothesis)

HEDO—BRE LT, MG T 5N SRAFHEZLWT 2L HD,  ZOMGET &
HIH LT, ARG R TO TERICES HER THY ., TEARRDOMREEN ATREZR
TR THY, HDINT TR LREO BN & 722D K5 Il B AT O SR )
ERDEHTHD, ZOFRROMWRMELITI Z LT, WANFHTE LD (R
ENTEHLO) I BHRICKT 200 HERHERRNL D) ThHLHNEWVIFRRNELN
5o < OHE. WEUFRO L) IZREHEND ¢

"If [I do this] , then [this] shall be the expected outcome."
(Fill in the blanks with the appropriate information from evidence and reasoning.)

bl BAziE) (T aRbIE. S AR res
TORRPHEONLTHA D
(TRERDT Z 2 % FEHL L BRI T 2 O Z 5o L T17<)

6. LE =2 — L723CE (Documents to be reviewed) (B&)

7. FAE Y — /L (Investigation tools)
AT — LD LI Y — VA2 FL#d 5« 2T
* FMEA (Failure Mode and Effect Analysis)
« REMEBEIK[X]  (Cause and Effect Diagram (Fish Bone Diagram/ Ishikawa Diagram) )
« 7R 3HT (Why — Why analysis)

c WFED AR L AT 27 I (Fault tree Diagram)

8. PFAETOFR R IETH (Investigation Findings)
AT — D%, AERREUTORISHARBLE TS
* GMPICED L B 2 —Z il L TOR L FHD
- ZTORPERZHEm L, TORELHGRT D
 ARRREIZ FE DU TRIE L 72 BB OKE R A fmm L. im0 25 & H
< JLER B2 D FEICOWT, FICkHE &R S

ARETHLILE. o077 e ha— IO A X ADERETHZ L,
9. A7 FOFM (Impact Assessment) (B%)

10. BBAJHEA  (Root Cause(s) ) (r%)

~pamasowoeso.te -~ OYEEHE TEEIOVER TTOT, GEOME R 2 D
AT =230, = §§ L/"Cl/\ i‘é‘o i‘*”ﬁﬁ@“ﬁfﬂj\ %@A‘—T’J: :vlééjl%rlz < 7,: é ll\o ‘-'A Pharma-bio Futakami
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11. YNy FIZDOWTOFER  (Batch Disposition) ()
12. BRIEHE - FEHHE (Corrective Action and Preventive Action (CAPA) ) (#%)

13. BRIEFHE 2 FEh X8 5 v et 2 £ MR (Potential sources of corrective actions)

PAFIZIE A% K5 BRFEN HIUX, W o7-HFRE (untoward event) DFEAEDFEAE L7121, &IE
FFIE (corrective actions) Z BHIA S A FIREMEAZ o TS ¢ BUEEERO [[No7-FE] & L
TiE. kD& 7‘06%)0)75§?”< T oD BENDOENEDOIAE, Wi, Ny FOHM,

B, EF~OREE, BEIMER (00S) . WEEE CORNEABIEFH &,

O e OE EORENRE SN2 B1E, IESOERIZHE - THAES L, BAFK Z R
EL, BREET 700 IEHELZIET S (Reactive approach : FREZMH)

¥£ : “Reactive approach” & &, Proactive Approach (JEEUIER Y fA) IZxFHEINDHFETH 5,
MENE X TOLLT B LOBKRTHD, HAEL L UL THEMS) OFWRTH A,

%l:ll

14. FRHHEE %2 HE) S 5 FIEEMEZ & DIRPL (Potential sources of preventive action)

WIZIR R D X9 NIV, TNEHMEL, oL a—%2952 LT, WE EOR
RECIR > 7= 5 HE (untoward event) DISENKRIRKIZEEN D L 91295 THEEA 72 A 23
EETH B,

A RSB OER B E L B 2 — 30
[EF T 1 A/NF A —H (Critical Process Parameter : CPP) | 3 KON TEEELAVERFME (Critical
Quality Attribute : CQA) | DEEAVMHMIX, ZOMARK ZRFE L, FEAHESIND X
DRENC, HEZ LD L

— AL ML E =2 —2%A (Management Review meetings)
HfH) 7 ag X « XY 7 ¢ fr—3 3 2 (Continued Process verification)
BB U A7 <3 A M (Quality Risk Assessment)
DM FEITx U TR S /- 4838I 88 HIH, 5RO L B o —
i D BUE AT TR S AL A AR BB OB R F I
FEAVAETA] (Out of Trend results)

(&EF3 D5 HFEH D)

= = Phiarma Solutions Co. L ZOERHNE TEEHOERH TTOT, imBEo RIS IXM—E
P7PAT N )a—as XERE LT iﬁ“o S DR . DS - O W, Hmrmu bio Futakami
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10. &0

AADEIR GMP T DEBUEHEOBEEN Y  LIED =01k, M52 ) LbhiiE, £
AUTRIED . HARD GMP AT [HBUER ] SBUE SV BOESR L (2002 4« SRk 14 4F)

NHEVWIEZITRY ET, BT oS THARENO N W OO T, BIVEE S W
VIEHIIEINTEBY E L, FEXORET, BEFESSTHHEE S WO HEEL ZMmbd 0 .

FRAEBRNEHEOTICHEN SR H D E L,

Ll oTIRYVIED b EREROBELZFATH D QSIT (1999 48 H) IFAtAZb DD,
Corrective Actions <> Preventive actions &9 BiGEIX, [ZIE - TR &9 BAGED BHEEBRLEIC
EobNT, Motk &L o TVt DRAEARHY £3,  ARIOEEFHAEDOR
RlF. EHRBEZR D EF O CAPABLEIT. EHM D L0 @ NI SN TN D Z e L
7=

ZL O LRERZHTH, FLZOEEHIBNTYH, RTO®MITK LT CAPA 179 &
DRI, ERBRHY FHEATL,

T, REHEIX LN T TREEN RV GEBLENZR DL D) bHVET, Zih
IS E LT OB E LT H, THEKRA) # (RilEE) I22o0W Tk, %8Rk, CAPA D%
TSRO BNET,  FO—F THRESBMZEMUI LT, £0O3 X TIZ CAPA [THIkE
HADT, T TG & BB £,

ZDOX D RREIE, BAELZEN (REE) ZEIEOMN LI-FERE L THRWT, [ UEER
TN > TV, o FEG L oHEME RIETHORN5H) 1TEW), VT 0F
SGNEITIRENE U CTHRET L mTREMEIT D), e E AT 235 2 LA BN/ F
ﬁ‘o

T4 US-FDA DEH L ELE TIGITH SN EERO ML > FEAB L & 2019 LRSI
CAPA. Corrective Actions & L C Preventive actions D HLEEN L LD K 912720 97,

US-FDA OEHHIO s, BB Z b Lo Z ERHERISNE T, HRERNLZOERET
AT TV ZRNOTE 0, D ERHOHE - BEEOLE(bE WD 7 a— L7 Elii D
—HThoHEEbNET,

RIFY RN 2 b5, BEOHAOF TE~ OREZE A, £ L TRRL TTS 2L pER
ThiZ ez, WOTRLELL,

(2020.04.15 & T)
= Pharma solutons Co. . ZOERHT THEHOER TTOT, MmBloOREMEICIIREE
7T PUECS e Ve - 5 §3lé L/‘(l/\‘i'?“o i‘*”ﬁﬁ@“ﬁ%ﬂj\ %@‘lll_:f\ﬁ: :vlééjl%rl: < fié ll\o @l harma-bio Futakami
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