BIk4
BT EE EAETER AR
(BEERI ARG E 2 (BRIRITZ25E ICT MRS - A TAnpeRLEmrsef3))

Syiatge s

[E AR HELINT I K 2 B S8 L TR SCEAR i 0 1 FH 2R T D 72 50 D5
—ERLEA BT & & LEFCERLIRA SCE O ERRRY 2 L8[
B OB KBR D Hi At SCEHE 8 oD [ ] bz —

et BT [ESLEEEE G & AT IEET AR SRR EEMRE
A B [ESLRFIE N F KRR Bt/ ~—2 3 U0P5ER FRER

HADB LR XE (XML £20) @ HL7 FHIR FEX~D 2 L X—Z B3, K OZE D
£V BWEHO72 80 0 BMEREAR I 1)) T, AR HBE T, EREMOE AR (IDMP)
E U EBENEATEOBLENDRHEEIT o2, A 7 FEEIX. KINES (EU) ePl

(Electronic Medicinal Product Information) ~@ IDMP 3 A(Z B3> % Global IDMP Working
Group (GIDWG) OIEERKDL, 72 & A ER SCEOEFRRIES O b 2 15 S A 12 m
TN LERE (AD & FH W TEIAT O B KBRO IR SCEF o EER i 217 > 72, GIDWG
Tl 7 v — LA A7 (G-PhPID) @ Implementation Guide ™ {ER%. Business Rules
DWET DT T 223, G-PhPID OF—ifit v b (GIDWG 20 16 2E D5 OE
MI7ZRESRS D) A%, 2026 43 A X V. WHODrug Global [ZiB/1 X 41, WHODrug - —
P—=HLHIY R TORMMRFRE & 2o 72, Zeds, BINEIES T (EMA) 72 5 TNE GIDWG
A S—[ETIE, G-PhPID D2 —XFr—2 (Hfil, 77 —~ab v I A [EEH
5. EELAESEOREN) ARSTETw a2y, FIHBE/MIZE T T, E - ik cHH
XI1% National PhPID & OXfIGDUTF OED FNSHOREEE 2 OND, T2, Al %
FWTZBIAT O H KR O IRAT SCEAF RO L « 3T L0 | BUEOBT SCETIE, B,
AN D AIEA  WIE - FTEHEOE OO, i - 2R BIERN RO ET
L RE SIS Y, [EH - MU TEVERD B AL, AL S B E OE OB KBS T
W5 EHEZE S LTz, F 72, G-PhPID BERIZ L ZE Ao i i O S rl et bR Sz, IR
FES AlZ AW E R HGEEE & b, EER7Z2 G-PhPID EADFEm b EE L. &
W SCEOESOH DRI & R B Cis HEBEHOTE D FlZonTH
BEITH>TETH D,

A. BZEEEW Product Information) DBAZE M HED 51T

IR, ROk TIEEBREE L EERE  (ISO) B, EOMEEITIT, ERERT — X2 MO
\Z CRA% & 47= IDMP (Identification of FHEJE O @ W EBRIR E RS TH D
Medicinal Products) (Z #ERLOD [ 3 (FHR~ HL7 FHIR (Health Level 7 Fast Healthcare
AL —EfRIE L L HIC B BERLTS Interoperability Resources) TENH VB 1
I 3CENE# T 5 ePl (Electronic Medicinal TW5, &iTlX, BARDEET VXV KT
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VAT F—A—ar (DX) BR (BT
WFZE - EAINT IERIEA T — B A%
IZBWThH, BF LT HEOERILE - &2
HaOREHEMIRG & LC HL7 FHIR ZEH L
B BSETTTH Y . BARDIRMN CGE

(XML JE) & o s mFE L e> T
ol

AWFFE (BIR) 1%, AAROBFLIRA T
# (XML J¥) %, HL7 FHIR JERIZ H1E
(BT DA Z PSR L A S iz
ePI D XV BWWE FRIC I T 7o B i 4 [X)
HZEEREME LTS, E-ERNICEBT
DIRVE & & b1, [FEBERR 72 G ag %
RAE A 7 ERRRRE S TS BT D MBI
b, RogHFBRETIE, BRKIZBIT D
IDMP DA & OEIR S W, ePl DFA%E -
SeakEh i A FHE L, £, oo
& DOEHEIZ LY | HKBROUA SCEE ] E
e L, EHEERESG OB 5 HAD HLT
FHIR = X — 2 | ZRkd B 5 Hi %
BT D, A TAEEX BMNES (EU)
ePI'Y ORI @EA, 72 & N Global IDMP
Working Group (GIDWG) (Z& %7 m—
LD BRI F (G-PhPID) DB - 4k
W TEIEENC DWW TR L=, £/ 1R
£ SCESFRO EBEAEAEOTE L LT,
Al (Artificial Intelligence) % F\VNCHIATD
A KR O BT SCED I 24T\ 4
%D a3 N — 2 % ERR R ER LA T
BWTHRET T REFHEBR LT,

B. W3
B-1. EUePI @ IDMP & DE#E
MR ZE 5L FF (EMA) @ IDMP KO8 ePI

BT m =7 MEIZBT D RBER 9,

Product Lifecycle Management (PLM) Portal®
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BT HEHR OB A OWTHRY F
DT,

B-2. GIDWG OiEEIER#E

GIDWG Technical & Stakeholders
Meeting (Oct. 1-3,2025) TOi&ii. 725
\ZZ DB DOARERE & L1, G-PhPID
DBA%E Je OV [E OF B[] IZ D\ T
L7,

B-3. Al & iV 2 H KRBR DA S0E O [E
24

Al ZHWWT, BUTO A ARDE LIS
FE (XML JER) &, EU @ Summaries of
product characteristics (SmPC) 7 & NIk
Drug Label (% PDF JER) DOIEH O
B & & 412, G-PhPID OB EERI LT 721
P A AT,

RO CFEIL, FHIR b= —4
—BAFE IS, FEB N HRIRES T
14 FEY ARG & 51T HKEKE O g
FIREMEZ BB L LA FOSMHIC L 0 BIR L,
2 7PELLE T AT RE T A S0 & B 4R
MRE L (1), 7B, HKEROULST
SCEIL TN R L R AR SR

(PMDA ) [E 5 M & # dh 1F #t  5R
(https://www.pmda.go.jp/PmdaSearch/iyakuS
earch/) /K[E National Library of Medicine
DailyMed

( https://dailymed.nlm.nih.gov/

dailymed/) /"EMA medicine information page
(https://www.ema.europa.eu/en/medicines)
(4% 2026 4F 2 W) DAY A LY
g L7z,
- b M AHEREG, AT xR
- BRI KGR IE S b & 5 5 EMA O
SmPC F )



https://www.pmda.go.jp/PmdaSearch/iyakuSearch/)／
https://www.pmda.go.jp/PmdaSearch/iyakuSearch/)／
https://www.nlm.nih.gov/
https://dailymed.nlm.nih.gov/　dailymed/
https://dailymed.nlm.nih.gov/　dailymed/
https://www.ema.europa.eu/en/medicines

- [EIE TR O salt R0, BUHI O AITEE D3
RR558 bate,
s —EORELE BRI - Bl BN
% (RSRRME - J8SIE O k)

HREGDXIRIAE & LT, EFEMLFHNIRC,
FEIZHLH - BRRESG CO R FHIHZ8E L
7ZHEBIZEH L, JFET G-PhPID HEkIC
FIRT o MeEz @R LTz (322),

AAFFETIER, KPR SFEET /L (Large
Language Model: LLM) % % & 3 5 4Rk
AL U A bl (structured extraction)
& EEKY - Hege 3 At (summarization and
comparative analysis) ##HAAHH7-7 1
Y7 PREHT LD KK 3 OB FAL
WA SN D R 2 IR T ek 5\l &
LT () BFEBAMACEN D D% Y RS

(quote) DA, (i) HAFEIZ L DNAEE
. (1) EEOZERGEHRIN DT RIS
B4 2558, 2Hhsgrs, Ju
M, B ETA SCEOBSLT & ikt 4
B ORISR (Ar7e40 ARGy T,
FI., BGAE, Wik - HE, 2, B85,
FITEA. 72 5 TNT G-PhPID B4RIZRID 5
# e &

reference

[manufactured dose form,
substance/strength,  unit  of
presentation, basic administrable dose form,
administration methods, intended sites, release
characteristics]) &, #%[EOFLHEH ¢ %
SIS LR ZMAIA AT HIIRERIC
DOWTIE, I & DOt Ofess 25 EH
HTAZ AL DRE 725 IR+
G-PhPID & —Hitz v b & DZEAIZLY il
- BEK) - BROZ UM MEE LT, AL
XB7 U Ny RE LT igkigmEE =
LT, R ERARH L, RS & BT
ADER, 72 6 NI A FESCE (G - NE)
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DAEBFEZZLIRR LT,

AL IZE VRS NTRERE . ERROK
EIRISCED T A 7 25 692 X 5 IEH
DIRFE, 725 TNT G-PhPID DF—BHD L
BRG] & DIRAEITo 72,

(fiw B i ~ D BLRE)

AW OFRA « AT IV D I, B
Y RIC X BT — % 13 F S
BIZBNWTHELNFERTHY T
Rt oA TH D, e, KRAK
FRZIE, TNEhOHILZBEE L, 8 ED
HERFHIZEVHRET 5,

C. #&R
C-1. EUePI ® IDMP & DiE#E

KRNI Tl ePI Initiative & L C, FHIR %
AL S — & LT, IDMP #EfLo> SPOR

( Substance, Product,
Referential) v AKX —7 — X FHEL L H(T
R 3 R LTl 0 . ePl OFFHIT,
Product Lifecycle Management (PLM) 7~ —
ENE LT A1y hAZT 4 OfER
DB RREL 72> T D, PLM R—4 b
“ClZ, electronic application forms (¢AF), ePI,
K OV IDMP YL @D Product Management
Service (PMS) D7 — & %k « %S4
& LTEEHQED TN D25, PMS 7
— % 0 ePl ~OF|H D72 FHIR BA%E b
EITHTH 5,

Organisation and

C-2. GIDWG DiEH)
C-2-1. G-PhPID DERFENM

2025 4 10 A 1 H~3 HIZ GIDWG
Technical & Stakeholder Meeting (& H I
I% public meeting) 7% EMA |Z TBilfg 41,



BitIZIE 16 #HHED 33 4, A T4 v
T 15 MMk 37 AL, BAR)
51% PMDA BIfR#E O & & bicA T —
ELTHIEmMLT,

G-PhPID FHZE DBERS & L CTiE, 2024 4
ETOT A MIFEZ/HT, 2025 Fixey
FAN—NEEE L, ZhE b LT 246
FRATCBET 5 16 » EORAN 6 L CHIMS
1772 G-PhPID 7%, 2026 43 HIZH 5D
G-PhPID & v k & L C WHODrug Global (Z
#HLEr. publication SAL, € D& b BFERIIC
Bz REOFROBMN, & & BT, EHI
o7 —% &> F O -FERELITH 2
EFERINT (K1), EERIZ 2026 4F 3
H £ V. WHODrug Global = —# — %
WHODrug Insight (2T, & E OB Y /b
PhPID publisher (25T, H—H D G-
PhPID & v FORE - FIHBMG ST,
F72. THUTFEY, WHODrug Global & 7
v 7°7 — K &4, Global PhPID F L Y
Global Substance ID (GSID) 73 C3 7 #—
~ v MBS 4L, WHODrug Global @
MPID (%, ISO IDMP & X B9 % 7=
Reference ID (RID) ~EH 7=,

HL7 WVulcan Accelerator 2 8 I 5

ePI/IDMP O7u>y =7 FRREELTEY.,

IDMP FHIR @ API BHFIZENTH, G-
PhPID U 7 = A N HIOBHZFEILET L,
Publish X417~ PhPID OEUHIZES 5 API
DBRFEHFTHY | AH%ITETE - FH HEFF
IR % API ORRIINTE STV D,

S 512 GIDWG T, G-PhPID @ BV 3
A= )L DEET (version 2.0)23THoiL, F
72, G-PhPID F2: 77 A REMER & Fvisin
DHED HN TN D,
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C-2-2. G-PhPID D —R G —R &
GIDWG Technical & Stakeholder Meeting
Tl¥. G-PhPID D— A7 —A L LT,
Z R T2 EPRPE I G L R (PV) ~
O BB Fiw STz, —DDFH]T
(X EAMRAT IS B TR 2 L AR
FI-AEFEFRNEZ o T FHIBEI S,
G-PhPID DIE#HiZ & & (2, BT o H I HK
DILTTR (K 2&3) . FTHOEREL AR
RF DI A EFRME . £ ORNEFH#R
Bf572 EOTERFIAERY EiF HivTune,
EWRBLG TOFFI L LT, BN TIE,
European Health Data Space Regulation
(EHDS i) IZES& | Ea B2 TODH
HHRO—KFNH (BEDOT 7 B2 2ETe),
WFFERLBUR 78 &~ ZIRFH %z AIHE &
DR A D D 2 E DK EICEE D
FHNTEY, TNEFHT D xt-EHR O
NGB S TW5, EEBEGTO
IDMP OFIH O xf4: & L TlL, patient

summary, hospital discharge, fifl (prescription,

%

dispense, administration, imaging, lab data)
D3RS S 41, EHDS medication FHIR profile,
K " EU eHealth Network DA KT A >
IZ% IDMP OFFIZ SN T DR AE £
nNTnb, —HFTxt-EHR DH A K7 A >~
(\Z1%, IDMP <2, G-PhPID DRk 235% V) iA
ENTWRNT LD A% Dm0
LInTWD,

- E CHEAH A < LTV % National
PhPID & G-PhPID & DOXPIGIC IS 2 FfE
WZDOWT higmadi 72 4Tz, G-PhPID
X, 7 B— L T—FF A XFT 5729

(FFIZPVIEE A~ ORI SRR 720 L
NT) R =v AR EETCEIS S TEY
Z D 1= EFRBLL T U B R R ORE &



TR D5 6N D5, R T 2L
JL 7 = — D4 National PhPID & G-PhPID
& ORI TRE S L EHI T, B 5 EA

(BEF) 1 XA RISy O salt DEWE E &1
3 #iD G-PhPID 23MF(ET %753, BRIKBIY; T
2B ZXB LW, WEZIEi
@ National PhPID /X 1 FETH VY, Z 5 L7z
e DT — 2 NI HIEORGIN N L e
%, W, EEAIOFITIE, G-PhPID T
T A ZOFFH (VY DR R0
F#EJ775 (injection/infusion) % X5l &1 C
UWNZR WD BRIRAIIZIE Z O X BB & 72
DD ENOLDOBERIEAGMIELEZ S
N5,

F7-. EU CiZ
PhPID D F#: L GIDWG |

. BI#E. EMA |2 X % EU-
BiFAH 77—

ANIEERHHT L TED BTV D, 72,

EU K OWRIM#E S fEI (EEA) PN TOESE
R DOBEARFA~DXIED T2 | M A2
DE=LZ Y T TTy T+ — L0 2025
2 AL VABEL T2 BEROE
A EROILAIZIL, EU-PhPID [IZHW D
NAHRWHEZ 7 Vv—7{L L CHIAT5
ZEbmFE TR FIHBMICE T
G-PhPID EAbFEmINL TN EER D
no (¥4,

C-3. Al ZAWz HXRROHRMLEDOE
Gz d
C-3-1. HKREREAT CEIF B O MM 255
it

H AR ORSS SCEEFHR O FHIRLIZ AT T
EBRAEEA % 58 U E U L O LB 70
B N4 % O L EB O K B T OF|
TEAEE BT D20, 5 TEEIT, Al
Ze I THICK DB SCETF - (FHIR J220
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FFTENTHE TR & DIk - 754
AT ol £z, B R NN—FTF A X
72D A & LT B TR, W3
ENE A5 G-PhPID (48272 1 ¥ %
T L7z,
BPULEIZ IS X A RIOHESESR & L
T 8 ks, il 46 Bz xf5 L Lz (R 1)
s G0 7 — 2 A, [EERA 22 5
RIS EE L 2 5 EESFHIICED D
FRER & LT, e, EkoE st
ARG R AL 2 — N ARGEBH A B KR
H. ARG i, A, 72 b ONZERIR
B CHEE LR DMEINE, 59715 M
=, Ao, B BIERZRIRL, 2hb
1T B D ZNEN O LEDRL S THH )
SR L. AARET (RSUZEEID) B
L. & 52, G-PhPID DEGRIC & B2
HWE LT EREENOODEB I
T manufactured dose form, reference
substance/strength, unit of presentation, basic
form, administration

administrable dose

methods, intended sites, release characteristics
OFRZEXETLOHET o260 L L

(# 2), BEEYITHONWT, F—XEA D
EIZy AL ZHWT, HKEROR T OE
REDEZ LN LHAFELGZOTEL,
[EE O, LEFROREZ B LT,

R 3ITUT ARG & LTI SCE R
D ERAY T HORBROEEW 2Rk d, E3E
skl BEEE (FRRC S AR L DI Y) T
HRFEA B L Tlidk, HERTIE oM, ﬂ%
S, KETIEIIMIEE ENTE LT,
ARG « T OFFCIE, AATIE H A
[T DERGITHEN, i - KFn & & I, B
M GEME) MEZE L2525, KET
(TTEPERR Sy (EEBEHR L) 2 B VB4 A OF 5.



W Tl BB — x4 &~ — R IEEE
HaFRL LR EMRT 5, G
A AL TRAIOPESR ) DI E T, £, %éﬁ
FW R 2 BARBYICREHIT 2 23 K E T

'DOSAGE FORMS AND STRENGTHS | C
fRICFE L., a8 oMk

[DESCRIPTION | |ZRtdi &5, FRINT
< TPHARMACEUTICALFORM | {2 Z 415

DIEFRMPFEHEH 4D,

W, PV RS L LC, 255 KON [
) OB - BARHR LR, BART
X TEER ) OERIT “BEH LTIV T
B RRE” CHERIFIZAL . FEIC U A b
fbxnadn, KETIE, FHLEAICY
PN | g LW/ Nl EI R (P SR SR G
AR LSl ICPRE S, FExH A 7e i 20

['Warnings and Precautions| T, B
MTix, BKROHFIC, MRl A2k
IEHEERYZESN TN D, S (2L
TiX. BARTIIREEFHIZRE S,
FROERE 2 T R \ER AN - 24
PERIBED LY L, Z LS O E FIHE L

M EorE) X THEEREARNEER)
EIRHE S D, KETIE, b mVES

(EmicBbrEKRY A7) LT

'Boxed Warning | 23 E S 4L,
(ZE R AR EINE R 4:
U A7 BT DiEEME SRR S D, B
NI

for use |

['Warnings

and Precautions |

. [Special warnings and precautions

2T D725 U A7 FHERIER
INTW5D,

S BHIZ, FRKESE (BB - BRI
B <GEY) TR, #@IE. FEHE. &
ﬁfﬁ% Z OMMOTEF A OFLHEIE, 4 F

(2R E DAGREFE AR ORI RO BETE,
Eﬁﬁﬁaﬁt@ﬁﬁ%ﬂ@#ﬂﬁ CEVERDZ LN
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R ST, E T2 BWERIE#IZ DWW T,
AARTIE TERREWEM] & [Z oMo
TERINZAE L CTEARRY R BLR A Fea 3

DIZxE U K E CIEERARER & TR
SRz XB Uiz 7 =) V3K eE, BN Tl
FRERIR R X D ERFLOERER, &
W o TR HEER O E LR BT,

C-3-2. FEROLEFEH (RRHRIEF)
(Reabzal =R =y AN
KR4I, BKkOFA vy L8O
WARE] (AART T2 B4 0 A —N)
DOUAT CENEF RO (B . 726N
ZERICBT 2 BREEH AR T, HAR L KE
TiL, Ao, #ISE, AEAE
DFLIRIC HIBONN A LD, AR (C3-
1.) DX DI, FRIEET - B OEV
HiECThH D, EEOEWIBE LT, Al IZ
SIMTTIE AT O X HIZBLE T
7= [ HARTIXFAZE AR YRR BEE
o) CHEOERT LD BUHIETT 3 e
SEESNTED, PMDA OFETIII NG
EERICEDD N HRITH D, KIE
AMEEMLF (FDA) TIIE=mIZ7 LLX
— EBUE 72 &t 72 P AR (R 5 R
L PAZEMARNIESTY A 7L L
TG B O T 2 J#t 2 B b 6
mNndH5, ARTIZITY hrer KOZED
FERE | &\ D JRFR KB TR 2 7 2D
WEEZ 7 X— LT 5, ]
if:\ A DT OWTIE, AL I
LTI, LT XY IzBLRI T,
TEIZIKOD{%HX%%LT I INHDOEE
FIT A TEEREARMIEE] TFFE
D mAEAT HEEICHET DIEEIF oM
DY T va AL TR S D



WY ML U7z S| A2 T b (]
SLOFE RN 7 > g AHFET S AT HE
PENR & 5, K[E FDA OUGTERT 7 L
— F T ¥ [ WARNINGS AND
PRECAUTIONS | 28N L7 EE w7 25
& LTRIT b, BERZ MG R E
mEhs,l

T2 o7 290 MA]
FSIZHKKRDA AT T A0 b
BE| (ART T R4 JRTEY R) ©
AKRRESAT SCEF RO (BFy) . 725
N ZERITEIT 2 BREH 2R, HKER
DT, WRME, $5FIEIZ DN TFE D
R SICEWRA LI, BEIXALO
SSRGS T4 sk TORAERM (FAR
BT YA ) o] £7- TEMA DOER
BEERIE O MR A O Btk S I3 e LT 2
AREMENZ 2 BT, £, ZEmoii#io
EWIZEI LT, AL O34Tl TPMDA 35
L OV FDA IR M BERF OAMAE A > A Y
P a BAfRICEE S & L CERRT D 0Tkt
L. EMA 38552 3y E A (EEUES)
WCPRAE U, AR O AR 13255« 2B
FHETHEHBRRH D, ZIUIEEZERD
HIPHIC B D B OEEZ KT 5, ]
LEBREIN TV, Mg flOEW S B
HTHY, ALICE D08 TIE, THARIZE
ST OFEEIT K0 SR Y I e il
A EolE) TEERERER] &0k
f&, FDA @ Warnings and Precautions X#%
BREBOIIETE S A, LoD E (FIASP <2
NAF VI T)IFEHANLZ LV, EMA X
A B OB ERECR 2 AL, (HEE) (K
71V 7 AMGEOMNIEEE  SREAEE R
=S U T ¢ FITOKERT LD BRI
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T, ARFREHTOE,

C-3-3. G-PhPID BEE{EROHH

G-PhPID ki C B2 & LT SR
s AN OB HEZRIHE & & BT A
ZHRFET D15 (basic administrable dose
form, administration methods, intended sites,
release characteristics) &3 ®H T (£ 1), Al
Z W TUA SCEN S Ofh 23 A7, &
DR, FRBR OGN LT, MBI
TE ORI S TWD 2 & 2R
Lz, E7o, —HodGiH (FA 7T
—IVEERI T TR, A A T AL
NS (B L TiE. BEIC G-PhPID 28
—iity F& LT, G-PhPID KU
global substance ID, strength, & KT 1K #H
% WHODrug Publisher (2 CHE A[HETH
DTN, TNHOfFHE b, FELRND
L % R L 72 (data not shown), 72315,
Reference substance/Strength D FEC 14,
Intended Sites @ Cutaneous X/7iBMI7Z &
&0 W et IR HE D FIEIZ DWW T A1k
bR NETH 5,

D. B
EU ePI ® IDMP & DiE#E

EU Tix, EHEMT A 7V A1 7 LV RIRIC
D725 72 6 ONZ BEE L O [E R HEE
IZIANT, ePI A =3 7 F 73 EB L 1Y, B
£, IDMP ¥E#LO PMS (X, PLM RK—# /L
Z LT eAF L3 L, ePl ~DE AL it
i Thsd +9,

GIDWG TiZ,G-PhPID @ Implementation
Guide D {Ef%. Business Rules D UET D
&L BT, G-PhPID O it v R 3,
2026 4= 3 A X Y . WHODrug Global {Z3E/N



S N7z, GIDWG A > /3—[HTlE, G-PhPID
FEOZ—RA 7 —ABRKEFT I TW DD,
FHEAIECT, B - kTR s T
V2% National PhPID & O %tn-31F DIED
FIREHEDRELZZ BD,

Al % A7z B RBR O FRAS SCE O [ [ i
AEFED ATIZ L 2D B KROBST SCED
bl - B2 X0 | EROWRA SCEREHO
EOWSERAICHRE L S, ARG
EOFHFER, FLHE L oEN D722
57, FHC, B BEEONFEOESR -
HPH | KR S AT BRI R B
DT LMD IMGE EORICEATH
ST, HETRRHEREZOFEME DL
NAPEBRDFICHET D LBNEL
725, FRIZAMEBE D 2 W K]
EOEWERKML TS Z L2 EE L
fIERR - BEEAATO ZEMEEEZ X LN,
o ARIO TGN G 7 r—srT
DB (G-PhPID 4% &) 12
b D IERIMEH~D AT OIFAME bR S
7o

GIDWG ~® G-PhPID %DV 7 = A
MZBE LTI, EHSRF ORI (BRI
. il B IR B EE A HT,
THERIMH 21T 5 LR B 5, FFIZ & E TF
MENTWLHEHEE IR THY . 2D
P S ORLEE Y, Bleo TN, £IT,
GIDWG TI& AT B % 1F #1X . EDQM
(PR [22 S i 98 S R ) D AT R
ftS< AFEDJEM: (B G- D EAFKIE, #%
Ik, BEEAL, i) OfF®RE G-
PhPID DAERICFIH ENT WD, £ H D
fHdIE, IRICEE S L2, GIDWG O
MZICLD  ~=2 7 L THERINLTWND
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MW, ZOERE ALIZ LV EMIZIRRT D
LT UMERIEELRILTE L2 LT
HEN D, 4O G 00 A KER O =3
S BUFNIZBE L T G-PhPID BRI BE R 1E
(R D IZOWT, ALIC L D & 5EfT
L7zfiR, BTOXMREHNCEE L T, A
IR STV D Z & 2R LTz,
UAREE I R IEH L ALK L, FHIR JB
KO CEZ AT ER LB D
205 S 0 [ o0 LA B 03BN A
B L7 LLig - BEE~D Al OF|
ZRRAEL TV, S5, EHEMZR G-
PhPID A Diim b B L | FERA CE
DEELD B HEHRIAE & FIHBRIZET
T R EEAE DIE D FIT DN T DHELE
ZITO TETHD,

E. #5i%

A7 HFFEIX, EU ePI ~0 IDMP & A
(2B % GIDWG DIFERIRTL, 72 & TN AT
(2 KD BORER DA U R o0 [ B He i
%17 > 7=, GIDWG TIi%. G-PhPID @
Implementation Guide ® {E % . Business
Rules DYET Difgim & & HIZ, G-PhPID O
Wiy RS, 2026 4E 3 H XD
WHODrug Global (ZiBfl X 41, WHODrug
=P =B Y S5 T ORI ATHE & 72
572, GIDWG # >/ S—[ETl%. G-PhPID
FEOa—2 =2 (B, 77 —~=ar
VI A, BB, EELAREDORER
KE) DTS TW D25, FIFHBMIZIS T
<, - Hilg CHIAH & 41TV % National
PhPID & DxtI&S-31F DIEY J7in 5% O
MEEZ NS, Al ZH0VT- BKRROWR
I SCEF RO L - 3T L0 | R
BNZBA 2B B OFHEGIE, BIE - L
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PhPID Journey — How did we get there?

G I o ba I P h P I D Se rvi Ce O pe rati ng Step 3 Global IDs are provided in different formats

IDMP Search in WHODrug Insight: Global PhPID linked to Medicinal Products

MOdeI WHODrug Insight
Step 1 Step 2
Global IDs Requesting Global IDs Assignment

200 .

e
Need a Request Validation Generation New PhPID is PhPID Publisher: Global PhPID dedicated repository
PhPID A process sent to the person

" PhPID Fub sl

- . requesting it
'/, . v
A EHIR Storage and publication
: of a new PhPID
: Search IDMP Expert Working

A i it

M1 27'v— <A8EFFEANT (G-PhPID) ® WHODrug Global ~D#ié&
Global IDMP Working Group (GIDWG) Public Meeting (3 October 2025) X ¥
Our Story: Cross-border Healthcare use case
— — OV =
Somchai is travelling to Norway for a ski vacation. :.:Mumum o w:.::.,.;:::,:m;mm A
p— i PhP1O:
]
. m p——
4R, e - . ‘e -1/
Fs 2N s -
A LA |E =
[ J z;::hm,mm Substance Name () esio (1 Strength Reference Strength
;::‘:l:vm DEXAMETHASONE SODIUM PHOSPHATE GSIDSSDCALXESESED 1 ma/mi. 0.76 masmL
Tusen
Sl ek Tt il 1 * Fast access to medical history a
and arrives at the \ %@53?:"5531’”,‘3 ~ Epaavhetiusion st pmedishes ¢ ! I.’ : 9
hospital. &
ospita / N )
— 8N o - ey Somchai needs to stay for a while in Oslo, but it is not a
- t— problem since HCPs have all the necessary information.
) —
\ A S—- /

HCPs have quick access to his full medical history and can begin surgery immediately. 2 ;

B2 7 va— L REESIT(G-PhPID)D E % #8 X 7= RRERERICB T 52— —2&
Global IDMP Working Group (GIDWG) Public Meeting (3 October 2025) X
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ePrescription linked to PhPID

DEXAMETHASONE SODIUM PHOSPHATE - ABAA58D@C21F3C8927CBD4B397980352

] PhPID ABAA58DBC21F3C8927CBD4B397988352
aun
Level 4
03 4.A. 2025
Linked PhPIDs: Level 1: BDA1589CA47A20E648284CAF29974B6E

) -
TRUNNEY
Level 2: BCC39A0A2B66DI9SE3446CDI40ED8293

un. ARAANG 2adgassoy

%‘E]E&!J'}f_l Level 3: @CE72EA15DF 6C6EA62267F166FE26

oo ATl Administrable Dose Form

'mqﬂ“' Basic Administrable Dose Form Solution

1”&“‘” Administration Methods Instillation

Futssnuen wngmmien Intended Sites Ocular

MERARLND I Release Characteristics Conventional

The Global PhPID Substances

A8AA58D0C21F3C89

27CBD4B397980352 Substance Name (J Gsip 0 Strength  Reference Strength
DEXAMETHASONE SODIUM PHOSPHATE GSID58DC4LXES6SB@ 1 mg/mL 0.76 mg/mL

K3 7o— VKRR F(G-PhPID) LRSI b BETRFE (2—R7—2R)
Global IDMP Working Group (GIDWG) Public Meeting (3 October 2025) &

Shortages and PHPID

Analysis of supply and demand data of each medicine on increasingly granular aggregation levels:

Alignment with Global

“ ) PHPID at higher levels
Active substance(s)

Need for variants and
additional PHPID levels
to address the needs of]

Active substance(s) - Strength(s) - Strength unit(s)

shortages

> Active substance(s) - Pharmaceutical Dose Form

) i > Differences across PHV
Active substance(s) - Pharmaceutical Dose
m oo and shortages

implementation
Active substance(s) - Strength(s) - Strength unit(s)

- Pharmaceutical Dose Form Multlple "PHPID Sets”
. Acie sbetance(s) - Srenan(e)- Srendth | can coexist, they serve

and are used in
different context

— Multidose oral liquids - Active substance + Pharm
DF group* + strength + container size

4“ Interchangeable Vaccines - ATC code

* Pharmaceutical form group - Manual grouping of interchangeable pharmaceutical dose forms based on the business needs.

X 4 : BRIN D BRI IS 1T 2 BFIERA 15 A DR
Global IDMP Working Group (GIDWG) Public Meeting (3 October 2025) X Y
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K1 Al Z ATz BRERO TS CEF BB DX R RS

No. R4 H4-(PMDA) S E (FDA) B (EMA) |
1  Omeprazole SEZ(E7) S (FER) SR (SEH T2l /EERD
BECDH BRI (EEFRRESEEST)
2 Edoxaban 5538 (3)(0D) SEE(ED FEE(ED)
BRED
3 Furosemide  SEZF (D) (F) SEE (8D () x2 -
R ED OT) BEGED 1) (& EFGE,
4 Betamethasone 5 (4} FEFE(H) -
(& EFEE
5 Tamsulosin  FF(§) FFE T =
(£ EFE
6 Insulinaspart SEiTCEIx2 FETCE X2 HEiTCEI X2
101 e 1) EimUL)
12 Tiotropium SeEE () (IRAD  Seze(0) (IRAD -
(& EFEE
13 Aflibercept TG TG X2 FITCD)
10T EZeES) (E YD)

#2 Al Z Wz B REROBA SCE LB O RIEE

G-PhPID SR B GEHY®) o1EE *%g;‘?'_)%%ﬁ EU (SmPC) ®TEH
O [ EHE AL NAME OF THE MEDICINAL PRODUCT
==

O EMES - I(I‘lﬁf;zi DESCRIPTION QUALITATIVE AND QUANTITATIVE

o ﬁ{ﬂﬁ """""""""""""" COMPOSITION

o o T DOSAGE FORMS AND STRENGTHS T T i T E—
EISE RENIIR Therapeutic indications

© ﬁ;ﬁ ~RERUVHE INDICATIONS AND USAGE Posology and method of administration
== 2= CONTRANDICATIONS Contraindications
B B e WARNINGS AND PRECAUTIONS ... Special warnings and precautions for use
EliER ADVERSE REACTIONS Undesirable effects

. MAH i = Distributed by: MARKETING AUTHORISATION HOLDER

e TENFEE = Application Number or Monograp MARKETING AUTHORISATION NUMBER(S)
BeRha T ARG BReRiia g Marketing Start Date ?;E g;l ;I, I;‘\_“l‘o;':.UTHORISATION.-’RENEWAL OF THE
E®Ga—F Yo+ Item code(NDC)
TEROERIETSHEE

& Manufactured dose form

. Reference substance, Strength

& Unit of Presentaion

& Basic Administrable Dose Form (%5850 E4FIH) :

& Administration Methods (25 5% :

O Intended Sites (JE5ERD) :

& Release Characteristics (A1) :

IReference substance/Strength (3 IS — gl R EF R, Biuf B4 VOB S ESHES. Intended Sites (3 Parenteral ~ Oral~
Cutaneous (3¢ LIz ]
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&3 AL Z AWz BRERO B CEOTRHFROLLE (SRR 2R

| BE (EFED

#E(Drug Label)

EXHH (SmPC)

BE ¥ m 3 BB (K5 A LD 8L

imsEE inFEaIchil FlifEEsL hilE Zed —fE 8- FIFFe 152 BRFE S Chil BIfEsT
Hueh T il Bk rEE L (BEERFOGE) SRS SRR 2| IIEEY  |EFE—E NN £ =2 E M E
EROEH WEEEIS o EEXICRD BEERE
|7 150 [ B FND 'E‘ijﬂ\ T, &, 7. FBAESHE  [TDOSAGE FORMS AND STRENGTHSI TPHARMACEUTICAL FORMI | Z52%
S THRICAE. B4 A RO
[DESCRIPTION] T3 &
PVEAE (RH_LD F&- ©EO FL)
Z3 [EEhM ERTE. SFHICUR 1k ey FHEESFHICRE. 18 |(B XD PR
CERLTIZ %L B R #8712 214 I'Warnings and LEE RS DB E TR A
Precautions] T1R>.
(BHELZEBEITU 2 90V |ZEaRS
I EOE)
ZE MELSIREEFHEICRT (HICEE% |[Boxed Warningl D 5% FE(EH3&L |l Special warnings and precautions for
B ~FEAGRIER T2 HRRE  |ms usel
(enlcRh A EFEUD
['Warnings and Precautions] (=% &l Ctx iz 4 2 21 EER]
ENLACEEFHEIMERLOEE] |GEFRATZ 2RI 20T 2EE
TEELEFNFE] HICRH i)

ERMECEEE ERARICETGEN)

FiZFAE. BFF. TOMOETRESZOLH . GBI EEOFEFENO HRO 5B, BEAHR. B0 pE LU BG s,

BIfEH

FERG BRI M Z O MO RITERIIC S
BT, RI|FTEFBETC
&,

#:[EIl ADVERSE REACTIONS] FI T BRI
587 — 4 (Clinical Trials Experience) &
i8R 1 #25%( Postmarketing Experience}
FER BIEFIIHTIVAILEREE
(>5% A,

lUndesirable effects] | = 28 RIF 77 E8
(30C) ~48E (Very common/Common/
UncommonZ) THiEFICiEE.

ons, |Guideline on Summary of Product
of| Characteristics
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£4 ALK BFF ey LB HBA O KRB SCEFRO LB (3R
XFZ b r ey AFERIN P RARIEF Y DD, BRDOL THE

ARIRTEH EENED] *EO0) EROXERELT. EX20O R
3R/ |AEU— 250 g A 7w 600R A [SPIRIVA RESPIMAT - tiotropium bromide
FSUFEE A =25 ol AE 7w 600 A |inhalation spray spray, metered
B AGERICh—F Ve DO MEE E R | AZ FL — (nhalation spray) FE(XEOER) : H&EOPMDAT I ISR HEE
BEAD B THS. BEHO W A HEEL T3, AEQ BETRHAO HEL (&, A8, SHES)
AT ERNTEBHRLEATS, ) FEHMICSE#ET LIRSS, KEFDAD ML
F1E4E (Prescribing Information) T3 #IFEIZ DOS AGE
Ik FORMS AND STRENGTHSt72/a. T %I it
FEREISEELIN TS, 7 IO BR800
SEHId K ETIE DESCRIPTION T &2 g/ | iR EiE N
ZEEYH .
(A= 25 n gl A 7w k60l (COPDUEMAIEMMES) IS8T |(TR(ZEE0RR) #CEED BT EEO AF2®
A TRESORENEMEBEICED ZESD EAESFEZOE1ED. BL |FHANE. EEABOFNRER AFRLEOETH
CEERDER: RERWE FCOFPDIEED il FHCcE S AN RIE I KE T 8 hEE REl 5
(AE=riz5 g A8 7ok 60R AL (6L EOMEBE CHIT2 EIEMSRE | E DT AZRESNAH. BFTIIMAEAN R HER
BISE TRERSOREFENREICEDSC FEaa1ED AT fofo e RIERSD S N T V7aL o] B
FBIEAO B BMMAENRESE Hid &, WE LD OBAEIL R EFDAN UPTIVALEES S
MRERE HEE. REXRE DIV TR CEIE IO MErEETL s Es e TR
Wiz Zkltd R, BETIL EEREY a0 T 55
HOER] 2R8It E S,
(IEMRAEMMES) RE. AICIZ [COPDISPIRIVA RESPIMAT 25 mog/0l |[ZE(XZRORRA) : BATWHEICH T 25 /O
=125 g A 7w 1 BRI A P21 51 0B A GRFAES meg WEA JoanilthahTHa0IE, BEERTE
(FALOE P LXL T g A0 |WEGEL L) : SPIRIVA RESPIMAT Bah/c RS T — 2P EEEICECIGREO R
BAmSTE. 125 mog/OFE1 B1 @2 A (GGEFE2 s |ENMEEERT 270 hsEA NS, KEFDAITIRESN
{(REERS EE. BAICIEAEY) — |mcg IV F R E SR eSO AE%25 meg/ BD
He 181 25w gl AT ok 1 B2 0T A (F T AICPRELTIREMD &S BB RS HIED FER
OF 2 L XL T25w g B1 O HOEETITOENT, EEO EMXSBST IV -
59 &, 45, ER EEEICIEST, s tERT 5.
A =182 5 w gl A w1 [O2 08 A,
(FALOE P LEL TS D% 10
WASTE,
FERAEAEO BEERERS |[FAFOE 7L, /73O D L, 03 |F2=(Z20 BERA) : H A TILRIZEE AiaR s HE
th, EREELTE LS TNSH L. ] ([FEEOLENSO RS CHT L8 BESMIV - BOEILTLHHFEITYEISNT
AIBIEAE CLSHREEOSS (EDEE BY. PMDAD BETIICNSEEIICEHL I —8
EE[FICRFRICTEIENE EITH B, KEFDATIZEZIE 7L L F—- BRI
= Y@ty FHE LS HICREL. HEMRAZAE
- OV BRUFOEBMES 2002 FHIYAIDERITES EEOETHAT S A
= FFID B3| SR T I AE D BT RE FRAMEESH S, (7SO 7 LO EEEL, [Ui
DHLBE OV EISAORERGHICEY 2 EEO BT
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SMHHACERTUL 2 F2—BETI3% (FR(EEOERA) : B&D FATEEETIE. Oh
L) SOFEFHIIESIEETEXMEEIHE
EMRFRRE RIS (ERE OERE ¥ OSSR 288 CHT 2 FEI FO MO 53
2 RERER FHoS3v 30 (VCoBELTREEShEEES Y, BT TESE
ERL-BEIES IcP L ERET D ERTHEISO EEY s 1 ITEET S TN
tHET CEFSLOBICEEDBEE (ME 5. KEFDAD A ERET L Fl —F (PLR format)
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£5 ALIZXBAVRY 7 2290 NE| O B KBREAT SCEFRO LB (3kFY)

B&(1)

RE(1)

EXH(1)

ERSCEFLIT. EEO—FEHRT

IR5EH/
5

ARSE b E 100 AL mL

NOWOLOG— insulin aspart
injgction, solution

MNovaRapid 100 units/ml:
(vial,Penfill, FlexPen, Innolet,
FlexTouch, PumpCart)

R EE

A AN RN TS
&R

WERAERTDMAS LUR
O MmigED s O— )L elE

A FESLD L LD RIS
HITHEEAD 6 F SEES NS,

ER(ER0O RE) : B A2 ECED TED
ILEEMELAd. il RiZHECERRARE
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ETEFESFOERE~109
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