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(European Pharmacopoeia, Ph. Eur.) 4Rf& T(F > ZZEERILN 1964 4F - A
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( European Pharmacopoeia Commission ) B 5 i { TEMNEE H

HealthCare, EDQM ) 7 Bl ZE#E5F9 ( European Pharmacopoeia Department ) &
EEE » FREBONHEE RN G B » HoAth 3 FEIOM M1 B 22 504H 88 7] 35
TABIZEE » Z250F 39 g8 (38 {EREEE ) k30 HEHZES » R
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— ~ Ph. Eur. Strategy for Excipients

B M ZE 8 Bk F B 5] (= DLBROM &% B 3 Pl (2034) Substances for
pharmaceutical use PNZ5 » ffj 204 (EE il JE2 751 T e T DR~ eXRR R 2 » BIOMZE B
2 &EFY'E  (substances for pharmaceutical use ) B & HEMHY)E (active
substances ) BT (excipients )  {fEEAl (2034) @ ARIEEYIE 2 A4
YIFRAS A B TR 55 DNA MR 4%7)( DNA-reactive impurities )~
[EAAL o FIAR FE R RRTE R - AR R AR ER 704 - bR T B RSN - U
B o Fr e 2 ThEE M AERER R EL (functionality-related characteristics, FRC )
RAZHAE R/ (R BEE (nitrite ) ZE61) 7R R ERERE - SE DIE—5%
— (R 1 s Ry AH AL (A7 (interdependencies ) 2 [ (% » A RE KB —
Gy AE & -

El%’

Excipients: a paradigm shift for the Ph. Eur.?

Current approach of the Ph. Eur.

when setting standards Interaction/ Recent example of nitrite in excipients

=> still fit for purpose? interference => Is there a place for the Ph. Eur. ?!
(g matrix)

Interdependencies =>

need to reflect on the influence of
quality on the functionality for ex?
Specifications depending on dosage forms?

Partially covered by EXP WP but with gaps
=> need to reflect on potential gaps / missed opportunities?
(see paper from Chair of EXP WP)
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[&— - Excipients: a paradigm shift for the Ph. Eur.? ( E} 25 @gﬁ:g:ﬂ)

7t o BION 2 BL RN T iR 12 1 P B SRS 28 0L Excipient Strategy
Working Party (EXS WP) DUFR {5 SFEEAVEE - EXS WP Rf ik 25 B Aa
AR TAE/NH > TAEEGE > 51140: Group of experts No. 9 (Inorganic chemistry) »
Group of Experts No. 13H (Fatty oils and derivatives, polymers) - CEL Working
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Party (Cellulose) ~ CRB Working Party (Carbohydrates) k2 EXP Working Party
(Excipient performance) » & AT HYBIOMN SE Bt b el 1 Kz oAb 7 AR AE Y
VBB PRI T B E A R - EXS WP 2 EHGZAH Rk F B R iR AR
B LARNARER - R FES G EAME R (F%A - E L E T EREH
4% (network of official medicines control laboratories, OMCLs) X & K& A
B) A -

EXS WP 7 TAERFRZREILI T © ARG 2 L SRR EXS WP 41J&
[EE - AELY 2022 A5 11 Hidid/ NMEE B FREIRAAZE 5 THETY 2023 58
—RHMAFE - RERGHE I LIFERE A SRR EREFIRG R -

A M E R AR A BAERE &k -

~ SEHETER/NE (Pharmacopoeial Discussion Group, PDG) ¥
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=

PDG {4 EDQM (BOM &8t ) - H AR & R Ras M B B 5
( Pharmaceuticals and Medical Devices Agency, PMDA ) ( Fl A< ) J 35 5%k

S (EREEH ) =J7° 1989 FRTRIL 2 BEHGT 3/ N - B Bt

48 I BRI Bl < BRI L (EeAB8 7 /A BRAs B S [F Ry B At -

B B SR E R E 2 B PDG TAE#EE - 43 altan | -

(—) PDG THET5ERK 31 RHERIEL 60 RIPAEIER 2 ik - EE 2022
2 A1k > PDG EL58RK 29 Al 48 FERR I AER < i f G -

(7)) PDG Ji* 2021 4F 11 ABtGHEE) 2R S TE (the pilot for
global expansion of membership ) - HASE 72l e BREE HLAEAE — 2L -
PDG #E H AN R EEM R EE N A ST Wi HEE - I E 2022 4
10 Hithlir2EL PDG FHRHEEME M Esk - 1| TR 2 a5
established member » j&/Ki/E& PDG K17 32 2K » HRXABUMNEEL -
HAZEIL [ R ERBE L DL S 2 IS B - B 2022 4F 4 F 1S HEFES
EulH o SEUE 4 [HEE IR S EETE B ZIEFEET -

=)2021 4 PDG Eq@h4E:% ICH Q4B annexes 3 & ( Annex 6: Uniformity
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of dosage units, Annex 7: Dissolution, Annex 8: Sterility test ) » #:5 ICH
BB S s B (Korean Pharmacopoeia ) 8 £ % i
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( Taiwan Pharmacopoeia ) £:E > PDG %[ 1 ZZH {5 55 52 B R 7
0 BER 2022 £F 11 H ICH Assembly # gl bSCARLLEIEE R -

= ~ Restrictions on PFAS

@ bi{bEY) (Polyfluoroalkyl substances, PFAS ) 245 £/0&H—(E5¢
HEACAYHE (CFs-) B (-CF-) iRIFEFZ Y8 (R & H/CI/Br/I
JFF ) B DEBIME RS R EA 2D —(Ee S E (CFs-) Bi—{E2 %
TS (-CFo-) ZALEEYEESE PFAS © PFAS S L Rk AMEYE - HELR
AIAHERI R FE B B © F PFAS BN EIIREE P - AR EGIEE HEE
HpeARRS B L BksCEL PFAS S \EEIEE S B SN » HER
LV EREEYE -

2021 £ 7 H - 8% 5 (G mEONEE B S (European
Chemicals Agency, ECHA ) $2HifRi] PFAS 7 # - §5E R (FF] - % H
AR E RGNS » Bk H R 20231 5 13 H -

i ABRGIE A PFAS - S2BHEIONEE I AT REZ RN 2 - FRERA
100 F i~ 228 A% - AN E =% LH (trifluoroacetic acid, TFA )
TE Rk Z 8 5 TRg2b ELB SR I 5 <~ (LERAERE - 28 THE A =& H
H5( CF3 )~ Fulvestrant (2443) 475 CoFs %5 Kz Sevoflurane (2269) &7 CsFe Ae

[ PFAS [ T REACH AYFE 241 BR R 2 BIOM &% (5 Bt 4 ( European Green
Deal ) 772 2022 - 4 A& [LIR % FAS (F-gases) JAMUBIEZE » Bt FLit

AIRE HI BRI ALY S R = RAS BB 1 » s 0 SR ] SR B B B E I -
EZEY DR = RASECE 2 W8 > WA TR o7 fmdH R BOMNSE LA, - 0 A
PERREET Isoflurane (1673) ~ Sevoflurane (2269) % %% FH # #E 7 Norflurane
(2257) - {EFFEBHYZ Desflurane (1666) H 2026 £F 1 H#EEE IR » A%
PRTRE  VERREH SR IR RS B H AR B S B s Z g% ] -
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PJ ~ Removal of DEHP from Ph. Eur. texts on packaging materials
B EE#hZE e (European Commission ) FA 2021 4 11 H{E:] (EC) No
1907/2006 =2 Annex XIV > #f&:75 DEHP (G2 — Hfig —(2-ZF s » bis(2-
ethylhexyl)phthalate ) £ %3 {LFHY 2 fnrft BUB HEh 52 WA TE 2 {67 H HAPR :



5 2024 4F 12 H 14 H#E » &7 DEHP 2 H i HHEEE A EY/E (immediate
packaging ) 25 F{ER] 5 B 2025 42 5 H 27 H#E - &7 DEHP 2 B i1
2OER (B ) 0 AR IR 2N g i U a ek pehmAl 2 N & -

Change in EU regulation

« In November 2021 the European Commission amended Annex XIV to
regulation (EC) N° 1907/2006

« Exemptions of DEHP removed

» Setting of 2 sunset dates for DEHP used in health products :

- DEHP in immediate packaging of medicinal products
to be phased out by 14 December 2024

- DEHP in medical devices
to be phased out by 27 May 2025

9  © EDQM, Council of Europe, 2022. All rights reserved.

[& — ~ Change in EU regulation ( &R @ &5 &k)

BOMNZEHLKE DEHP 55— TREEBIRIIY) - B (K40 ) PHREY FEH R
73— (EHER T Z 40% o MBUMEE LA SCA B DEHP 2 Rl + S R L i
Al R iksm /A o BRI FESRIE 20T
BEREGARIE 2024 4 12 H 14 H#EEEH &7 DEHP 2 H 5%
HEMIES 5 SETTEIELEN @] 3.1.14. Materials Based on Plasticised Poly (Vinyl
Chloride) for Containers for Aqueous Solutions for Intravenous Infusion fZz] &1
= ° Group of Experts No. 16 (Plastic materials, plastic containers and closures )
FRE A B 22 F &4 (national competent authorities, NPAs ) 7[5 57 £ H {4 ]
( national pharmacopoeia authorities, NCAs ) HiZ%5#3 DEHP > %5 » il
LRUG RS U E IR B A 25T - REGREHIRELT : 2023 £ 4 H
1 HJA Pharmeuropa 35.2 AMA{EETHANIEZ § HeiE REuRH B 2023 49
A1 H ERE R R EEONEEIZ 5555 177 X (2023 4 11 5 ) #F4A -
W% A 3. 114 R BONSE LR 11.6 (2024 4£7 F) - W H 2025



F1H 1 HRET -
BONZEdLHR 9.6 CUk 3 /& DEHP ZE{Uhnimil » flfE 3.3.2.

Materials Based on Plasticised Poly (Vinyl Chloride) for Containers for Human
Blood and Blood Components ~ 3.3.3. Materials Based on Plasticised Poly (Vinyl

Chloride) for Tubing Used in Sets for the Transfusion of Blood and Blood
Components fz 3.3.5. Empty Sterile Containers of Plasticised Poly (Vinyl Chloride)

for Human Blood and Blood Components » Group of Experts No. 16 it 2B
2025 4 5 F 27 H#E5FE &7 DEHP FASRESHHEHE ; BEMIA AR P
] DEHP (N2 » j~ 2023 4£ 10 A 1 H Pharmeuropa 35.4 /\FHE.ZE ; EHE
BUEFI1 2024 42 2 7 28 H A S A REERMENENE R G5
# (2024 48 6 A5 179 Rrsh) » HIEB% - BOFRHECNEEI R 118
AESUEEIR 2025 467 H 1 H -

F ~ General chapter on mRNA vaccines: proposed alternative way

forward following the EDQM conference Quality requirements
for nanomedicines: which role for the European
Pharmacopoeia?

BEY mRNA e BLEAt oK 82 2 58 - AHRA 1B 2022 4 11 HEX
MEEHLZ B & 2E 174 GRS - RNA B DNA BRI FEMHEEY) 2 1oy
FAE ARl A A E B &)L 2 A CAH ARG - HERI Ry mRNA &
i JRH - mRNA i 2 AR BOM &2 B T ReA o e R (X% ) ~ WI461)
5 (DNA 5 ~ WUPH (BEEEGT) ~ [FREEE (mRNA) ~ i (mRNA &
FE ) (REEREE O B {18 5 L R Al 25 e 7 2 #REAE > Eorft Group of Experts
No. 15 (Human Vaccines and Sera) jEFHEZEH R mRNA &g > #8H] - [
1t mRNA i 2 R B B A Bl 2 s

7N~ BOMEE B E R BB R G B TR R
AR (173) g g (dimElmildt 46 & > s hld 12 EF R
Bl 4 ] TAE/ NHERHY - WETEETRBIOMEE SR 11.2 (AR - Ee/ME (minor
revisions ) Clindamycin phosphate (0996) % 14 & {Ezh » 55T (revised texts)

Polysorbate 80 (0428) 2 27 =& {EEHEL Monoclonal antibodies for human use
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(2031) 1 /& » i (new texts ) Mirabegron (3132) %5 4 F{fzm - TAEstE>2
1BETELZEMIE:/]ME Yohimbine hydrochloride (2172) 25 1 B {EHy » &k T 2T
HFR KA 55 LA 8 & & Hh Ry 2 B BE e fn > ST S B A i L (S - 55 -
B EET 3w Oxytocin (0780) i HAE—0 2 EFTIIAZIARAK TAFETE o

A (173) KEH#A S EFFBHLAR TN 6 i A8 EHR £ S4HTF
t&E > 47 E Control of phenolic antioxidants in plastic materials (2.5.46)
Medicinal gases (3208) ~ Methacholine chloride (3209) ~ Methocarbamol (3210) ~
Recombinant viral-vectored vaccines for human use (5.3.70) & Tenofovir
disoproxil fumarate (3211) °

5o I X & % @ 8 FF Dapagliflozin propanediol and Metformin
hydrochloride tablets /Il A P4 EHZREHH TAEETEH - S 2BONSEM PSS —(ES
A 2 EEVER > 2 B - Bo & L TIFETEE > THETHEST " Technical guide for
the elaboration of medicinal product monographs | » 53 [RIBMN £E i 31 A U 3K
Metformin hydrochloride tablets {3 » & BT EF T4 DUFE
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