oO0-NIVREI=217)

NIPPON EXPRESSTK—IL5 1 V0 A4




CONTENTS

IS JL—FhyTHhEDXyE— -

A kO8 73y

NX-Pharma D REA £t

EEEDOE

NX-Pharma D @E i & S5

NX-Pharma@BYRIX Y b AT I

12

REFEICLDAZVTFT
BEY AT LDERER
FIXRLU—3Yv

A %—7Z— (Enablers)

J70-NIGEEEERHEEESR

13
14
17
17

20

NX-PharmaD@RE&E : 7 7 —<IDFRFEIC@IFT

21

AR URZE

22

NX-Pharma Global Quality Manual




IO—NIVBEAEE
ol BiE

_al

NX-PharmaZ O—/NILGEXY Z217 )& BALET,
COREBENZ27)EF. BEEINERETTO—/NIVICEERD
GDPH RUGMPEFBEEIET DiztbD. NXT)L—T2AEDIHBEDIEE
EIRDET,

NXZI =&, 0-=-"NIRdY —F 4« VT hY/INZ—&U
T, YRzEEU CHIcMABEZRIEL. HaXRDRENELD IR
FmEUTVET, EEREXEGHTI—TDEREFED—DOTY, A
rebhlE. BEMERSMOaVNITO-NIURERRT IS4 %y hD—
JZEEETBHET, HROEEREFROBEHRZYREN DT R— b
U. BEFRDERRBZLRL(CREM TR LU CHFRPRDBETA - BE
BREICBEIIULET, 25925 &ET. HHRED [NLCDREERICERT
2] TEZEBELERT,.

EERICIE. #x - REFOBSFIEESEE L+ U T « EELKSD
SNET, Ffeo L<DEEGCTIE. FEMBEOFEEZEDN SEERRDORE. &
BREBOMATTOY T SAFz—A 7O NVITHRL TS, Rt
¥ - PR - RIREGOBEXFEDREFRGOZKEICKIIEEERT. R
DEEMDE R, EXFDOIERIV— b DBEEERRZDEA. EEGD
RHRE, SFIFRURIZIY bO—ILI2RENHIET,

ZDfeH. NXTI—TTlr. EERY IS/ 2y hD—JICHIFS
mERIEZENE VTR DOAEBEBZRET L EBlc, HREMH
DEEREFRAURICHERIEBZRE L CoBRIDEF ZHEL T
W&,

NX-PharmaZ' O—/N\)V@EXZa27/biE&. 2O0—-NILUAR)V CEE
BTS2y NDO—JDREBFRIDEEZIZHEET DI, ERRSE
EICEADDITRNTDHEEWRIC. NXTI—TDEERRBETRI X
VNV T LAOBER. EESLOTOERADPEELZH LIcHD T,

CDBEXYZ27 I ZEFTDIEICKY . NXTIVL—TOEXEDBE
EDHSHBEEBOHENEAZEREL. BHEELTEMEOEVNI O—
NWIVEERHRT—EXDRMZEL T INADRRICERT 2] 2
KIFCEDLBEBELTVET,

NX-Pharma Global Quality Manual




i

AbO5 73>

2.1 B®

ZDNX-Pharma Z0—-NILREYZ 1 7)LOBENIE. NXT I —TDEERRBE T R X
VNV T L (PQMS) D#EM ERANICDWTERET 2T E T, A Z 2 7)UIF. NXT
—TFDEBEARCHVTRITINRT N, ERROFE. 8% - ®n. BIHA. FE
BRUEECRIT DFEFNCDPH KFOUGMPOE#(EZ &I LTS EZFRIET DHDTI,

2.2 ERfEEA

ZDNX-Pharma 7 0—/N)UBEN Z 1 7 JVENXT IL—TDEERYRBEDAICDOVT
BARINE,

2.3 BRER

NXZI—FCREET DEEREIXATIE., UTMDESBRIOAA RSA U EERLET,
PIC/s GUIDE TO GOOD DISTRIBUTION PRACTICE FOR MEDICINAL
PRODUCTS June 2014 (PIC/s GDP June 2014) .

GUIDE TO GOOD MANUFACTURING PRACTICE FOR MEDICINAL
PRODUCTS PART | and Part2 (PIC/s GMP)
Current Good Manufacturing Practice (CGMP) Regulations

24 BSRE| - HARS1Y

ZFECTERATNTCVWSEERGDPE KRUGMPICEET 2L TDESR. A4 RSAVH8
ZlCLET,

Good Distribution Practices for Pharmaceutical Products (Annex 5, WHO
Technical Report Series, No.957, 2010)
EU Guidelines on Good Distribution Practice (GDP) of Medicinal Products
for Human Use (2013/C 343/01)
Guidelines of 19 March 2015 on principles of Good Distribution Practice
of active substances for medicinal products for human use (2015/C
95/01)
PIC/s GUIDELINES ON THE PRINCIPLES OF GOOD DISTRIBUTION
PRACTICE OF ACTIVE SUBSTANCES FOR MEDICINAL PRODUCTS FOR
HUMAN USE (July 2013)

NX-Pharma Global Quality Manual




2.4 k08 7v 3y

USP<1079> Good Storage and Distribution Practices for Drug Products
USP<1083> Good Distribution Practice

ICH QIRBURIRRIAY MIBETBHARTA Y

ICH Q10 EEBRBEY AT AICETZHART A

PIC/s GMP Annex15 QUALIFICATION AND VALIDATION

Eudralex - Volume 4 - Good Manufacturing Practice (GMP) guidelines

21 CFR 210, cGMP for Manufacturing, Processing, Packing, or Holding of
Drugs

21 CFR 211, cGMP for Finished Pharmaceuticals

21 CFR Part 11 Electronic Records, Electronic Signatures

EER@ENARAI XY MMIISO001DYRT LD EICEBEENTVET, 1SO9001(F%
<ONHFCEATRER—RNBEEY AT AICDVWTOEKRTH Y, EERICHT DEKS
HEFARINTOLEEBAN, GDP/GMPHA RS AU TIF. EERICHRHEUCEKRSIEZR
ELTWVWET . NXTIL—THES5T 2 I RTCDBEMD S5, ISO900TICETNTEBZE
T2 TVBEBEFMTIE. BIFDISO9001D#REZ/ERA LT, B ULIFMIIIC, BERTEIC
GDP/GMPRE Y AT LR S IeEBFIREZER L. EEGDDREEEZTD TEHNKSD
SNCTVET,

NX-Pharma Global Quality Manual




i

NX-Pharma® G@E 7t

NXZ IV —TDEERYHREHE (NX Pharma) Tld. REXOHEHRNSHBTEN Y UIcEE
BDRELTERZEMTURDS, WEREERZEHRPOBESAICEEN DERBRTTE
THREITTEDLD. BEREYIR—bTDEZFEHRELTVET,

feblF,. BE. BROTEEMR. T4 F 11—V \DBEEERDEADBLE.
hU—TEUT 1 DERDICH., EEBDRE - WRICEAT AR, Rl A RSV
ZBTL. BLEBEIRI NS IT 4 RAZEFRAUVCEERREYR—IAY NI AT A
(PQMS) DHEEEERICREEZRL UET,

INSDEHEIFRGDP/GMPEH(F, US54 F 1 —V2hZBUTHRICEETY, Ex
DI RTOERRE. IRhE, BELEX, MZEEX, BLEx. OVIT A0 —EX70
NATTODRE, NV RUVINT TORFED—IFHREZZSOLH S DERMEICENT,
BEYVAT LAICEMUEERANERESNTUVET, GDP/GMPEHD—E UT-SEhE & HES
F. J0-NIVBERERYWRONAT—EUTONXT I —TDEERBEHFD—DOTI,

TJO0—-NUEDERICHWIRIMEME T 20, 2 WO CRELY IS4 FI—Y
ZHR T DL DT, PQMSOMKRINRIE(IC K . ERERZENEE T DALDIRFICHA
TV BZBHRLET,

Z D [NX-Pharma Quality Policy] (F. NXZIL—TDLfEBDHEICANI N, BFRES
NCTVFEY,

NX-Pharma Global Quality Manual




i

A=)

DS

4.1 70-NLBLUVFV—-IJa VD LREEEOSE

4.1.1

4.1.2

4.1.4

FiRREEE . NXHDB KU -T2t BZE8D S5, EERYRT
O—NImBRIERNIEERREEBICRELTIEET 2BICH2EZ
EEER

HIRRERICKD U -9 —2 v FF. BEICHITBINXTIL—F24E0]
S hXY N EBILS IR B2, KICPQMSOREINEDfZHI(C
WERTRTY,

HIRREREE, PRMSHBERICHKREELTWVD &, Ffe, ®El BEES K
UHERNMRESN. BRE#SECODIEVmMESNERINTNDZ L=
EERICTIFRREETZALE T, LIEEECE. PQMSICHT S, 38
CTHICRZASEDFHZHEICR L, iR CHITDREZHERICT S
TENKRHOENET,

iR EREE. PQMSO TN TODEFICHWNT, BSOS IERE. It
UICEYTTOIREY. MERSIUHBOET. TORBRERIFT TSNS
CEZREALE T,

4.2 J70-NLBLUVBV—-YaVOBREEDSE

4.2.1

4.2.2

4.2.3

4.2.4
4.2.5

RERE S, EERMRBEZRD T IL—TRHOURFCIFERSRZR
BEIOREWCTH O C. LRREFIIEE UICBICH Y . FIEDHET I
Z5E T UIeBEZEVNE T,
REICHAT2HMBZBYREBOREREIC LIFBIHIC, A4 LU—T
MENRERGCES IO LRTOLRN, BEICFELTVDIHENLD
WE,

REREF. PQMSHSEMEN. #HIFTSND T EZREICRIET DT D
BICHRESNIHERBLUERZEIT 2EZEHLET .
REREL, M EZRITUET,

REREF. PQMSICEET 2l PREXEDRE. BE. #RSKIUHEE
BRZERELE T,

NX-Pharma Global Quality Manual




SR SR A A S i

4. REROER

4.3 HEDGDP/GMPREERIETFOSEE

4.3.1

NXZI =TTl EEREBZREIT2SETEASNTNSGDPH
KUGMPICEET 2 HA RS A V7%, ¥EBZBUCRECIEFLET., &
U—Y 370 HERESIURERF. 7 0—/VLRERIEBPIEHE
DDA, BEIZEZECTEASNTCVEEEELSRICESG T DIch. HEIC
U CERDEEZTVET,




i

NX-Pharma®) REHBEESFE

NXI -7 EFEmmEEREOREE

NXT I —TDEERGERBOURRZUTICRLET,

joP Executive Officer in Charge of NX-Pharma
Management ittt ————

| #1 Head of NX-Pharma Global Quality |

Global
Level #2 Global Quality Function

BUNIVDORERIEEEERICIFMPINESHEIFLUTO®EY & UET,

5.1 J0-NIamnBEEFE#E (Head of NPGQ) [ #1 ]

511 EBEfRECEERRS
5.1.2  REAHOERENXTIL—TFTANDERE
5.1.3 ERETIV—THHDRE

5.2 J'0—NIVGRE(RSEEEFIL #2 ]

JO-NIVICH—UEEERYARBEECEDE. 2HRONXTIL—TDEERYR
DREBRIAZFIELET,
52,1 JO0-NIESREBEEECEERS
522 7J0O-/NILPQMSDTEE!. %35
523 &U—Y3vEBUT. J0O0—/VLPQMSOERMRRDHESE. BIE. HER
524 &g, BOREME#EEEUCEEREEREEOE-Y—
525 JO0-NLaBERSREEDEN:

NX-Pharma Global Quality Manual




10

5.2.6
5.2.7
5.2.8
5.2.9
5.2.10
5.2.11
5212
5213

5. NX-Pharma D@ E#if# & &57%

HAANDREEFHEPRFZ/NDERD
GEEREDTEEE

GEREDTIIIVNS VAT —X— 3
O, R, REEREGICETHIFEROEE
JO0—/NLUNIVDRE Y R ITRRI A SDIIE
#wEZSC7O-NILUNILOREHE
JO0-NIVRBNEBEY AT LADIIE

IAUT « DILF v —OHEEILZE

5.3 Y—Y3YvDREIRSESML #3 ]

JO—NVITHEEEEINEY —Y 3 VOPQMSDEET B L UEEDEEZEBNE T,

5.3.1

5.3.2

533

5.3.4
535

5.3.6

5.3.7

5.3.8
5.3.9
5.3.10
5.3.11
5.3.12
5.3.13

BU—IY 3 VDBEEEBICHS., LT O-NIVRERIIEFIEZD
EBDIHDEHRHEE

FEU—IJ 3V TORMESE. T—EIAREFZEZEL. BHICE LU —
T3V DOPQMSDIEE

U—J 3> ROEEEATOIAVSAT7 VR, EEREEESIBFO
RO RUEE

BU—Y3VICREINEIRXAZ Y MIBIT2RBOEEEE
U= 3 VADGDP/GMPO Y S 47 VR - SEDEESTOMERS
&

ZU—I3> UNJVTNX-PharmaZ O—NIV@EBEYZ 17 ILDE’EE
MR

=3V UNILTICH Q1037 ET~ (REBEY AT LADOHERS. fFEN
&) DEAN EHEFF

BBEZENUE U THUNILTDREFEDE
BU—I3VDREBYATLANDYRIIRIAY SDEA

J—33 >0 KPIDFHT

ERMADYRIAY ME 1 —=E

ICH Q10Tk$b 5N DU Y —ADED Sk E = FE
HHZBEDAERS L UBEREEN D EInIE

NX-Pharma Global Quality Manual




5. NX-Pharma D@ E#if# & &57%

5.4 HEOmE{RSEHEHEL #4 ]

Z2U—IJ3v0D

LET,
5.4.1

5.4.2

5.4.3

544

5.4.5

5.4.6
5.4.7

EERIEFISEE L. 70— /VUITERELE S NICSE TOPQMSZ X

ZEDBEEABICRESLVEY —J 3 VDORERLEFIEZDEBD
e DIERES
BFEHDOOAVISAT VR, EEREEEDDETORTERE

BZE. SPURTEMRIT BEHEEDTE
FEUCREBEBBEEBYRY A S VI T EMUERICHRS. BLUEU—
V3V DEERIEEPINY RICHRS
FECEORFITHELUTCVWD I EERIET 2, EEE. FAMAGEE
B NERIZE DHER

ABADTRIA Y NUE 1 —&ESEhE

ICH Q10TkepH5N DUV —ADEESD &M EZEE

5.5 {/FRIHFI=v bOmERIEEEE #5 ]

5.5.1
5.5.2
55.3
5.5.4
555
5.5.6

11

AVTFSAT VR, EBIEFDET

EBI1 v MMIBIT2REEFDERIT LTS

FHEI1ZY MMIHBIF2REY AT LDBEA MR

FE U REBEDEYRY A =7 TO_EAHEREICHRES
ABADTRIAY NUE 1 —&ESEhE

ICH Q10TkH5N2 U Y —XDEY)RECS & fkirIcE = X8

NX-Pharma Global Quality Manual




12

i

NX-Pharma
REVRIAINIAT L

BECPEEBERED - —XICE>LEDBVEERRYARY —ERELENICHEIGT 212D
(Z1F. PQMSHYEYIICHESEIRINTVWS CENRETY, ZDRHICIFYRES O
PEERE., WRT—ERARENESETCEDINREZEIIT DI ENKDOSNE T, VIRFERS
POCABLYRY —ERABBEZEZIU VT UL, BESNERETHD I EEEEICT
BEEDIC, FENEBINEBSICE. HELTVEFRT, TBIC. DK DG
EEERITITDEHIC. HHEHNEICKLDPQMSDEEEHBEND—DE ULETD,

NXZIL—TOEIMEDPQMSIE, BEPZE(CHIFTDIREVRIX Y MDOEFILTHBICH
Q1084 RSA VESE(CEBESNTVET,

NXZ I —FDERRNERET 2PQMSTIE. ICH QI0ICEEFHTINDRERE(ICHS T2 M
BYRT A FIZIEGMPEBOEBIE, £EEIR, RIFESIE. CAPA, ZFELABE. HEIIR
(CHIA T, REMESNZDHE@NZDRE ETRMZEHR UBXP S X OREDICIERRE
RISICEBE2 CEZRIT B IHICHERTENCEIT ZIEENMNEER F T,

NXZIL—DPQMSDOFEHR. OERMBEDEEM A, LITFOOEAT Y FICRUED,

NX-Pharma Global Quality Manual




13

Preparation/fully
understood in our

company

6. NX-Pharma@EXRIAY NV AT I

Quality policy / Quality objectives

Preparation and maintenance of manuals/standards/operating procedures based on the quality policy/objectives

Operation Quality Manual/Quality Standards of NX Group, Quality
process Operation procedure of each location == Internal Audit

Function

Activities of accepting

orders Storage activities

Premise management
activities

ﬁL nspection Y |~ Authorities

Export/import activities | Transportation activities

authorities

Monitoring of regular operation '

with the quality system
Quali 8 A
= System t(‘(,)S) Quality Manual/Quality Standards of NX Group = Audit of clients |« Client

Management of NX Group

Supervls\on/

| tr ti lransponahon
Instruction

Management review 4_ Quality Risk Management
Reporting

Document Compliant Deviation
CAPA system management || Training system handling management
system system system
Change ~ Management ‘ <=~ Self-inspection
Validation management system for Audit of
system outsourcing outsourcing A )
contractor contractor(s) I_ Outsourclng
contractor
Aulitiaalri CAPA repomng 4 ‘1 Risks during storage/
Feedback of risk assessment transportation
results during storage/ Evaluation feed back
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DEE A
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Documents NX Global Mission
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Quality Management
Framework
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: Supporting

Regional Documents
Documents
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4 N
Logistics service composed of five elements

The “NX-Pharma TempSure” pharmaceutical
Qualityl:‘i_? logistics service of the NX group is a unique
service that consists of five elements, a
global network, quality, carrier management,
temperature-controlled transport containers, and
digital platform.

. Container/Package
) Temperature Control Transport  Network/Base @

5
Digital D Carrier‘_'?
Platform  Management This service thus meets the various needs of

the pharmaceutical industry.

\ J

21 NX-Pharma Global Quality Manual




22

FEEE&D“FH:E

EE_

NIPPON EXPRESS

2
3
4
5
6
7
8
9

10

11

NX-Pharma

NXT I — TOEZEZMHRY — E X

medicinal products =i 5Hm., PERGE. Bt ESCEESR

GDP
GMP
ICH
WHO
QMS
CAPA

Enablers

Quality Culture

EEmOBEIERBEICRIT 5 A&
EEMOMEEERVmBEEE DAL

EREmATRMERSZ

R R 2R

mBNYATA NV RAT L

= IEALE XK O FRhALiE

BEZERT 2 -0NDFRERHET 3FENIITA
Z (ICH Q10)

mBICHEDLIREEEICHABT 2ET - MER - 78
LT

NX-Pharma Global Quality Manual




NX-Pharma |
O-NIVREBI=a17

NIPPON EXPRESS/h—IL T« > T AtkH &1t

NIPPON NIPPON EXPRESSiKh—ILF ¢ VT Atk &L
EXPRESS 71010024 SRFETHXHHEFIRET2EH

Tel. 03-5801-1000
We Find the Way URL : http://www.nipponexpress-holdings.com/en/

V-1.0 - January 2024



