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EC ATHZymILAR ERE

4826 H - BEBEZ5R%= ( European Commission ) EEMN AT L &xFMIAMIXEILARE -
127 —In Directive A1—1 Regulation RIS :
¢+ COM(2023) 192 : Proposal for a DIRECTIVE OF THE EUROPEAN PARLIAMENT
AND OF THE COUNCIL on the Union code relating to medicinal products for human
use, and repealing Directive 2001/83/EC and Directive 2009/35/EC: ¥4 J% 1k I HUAX
Directive 2001/83/EC #1 Directive 2009/35/EC, #%& Regulation (EC) No 1901/2006
UEP S
¢+ COM(2023) 193 : REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE
COUNCIL laying down Union procedures for the authorisation and supervision of
medicinal products for human use and establishing rules governing the European
Medicines Agency, amending Regulation (EC) No 1394/2007 and Regulation (EU) No
536/2014 and repealing Regulation (EC) No 726/2004, Regulation (EC) No 141/2000
and Regulation (EC) No 1901/2006: 1% IE Regulation (EC) No 1394/2007 #l
Regulation (EU) No 536/2014, % 1E3+HU4X Regulation (EC) No 726/2004, Regulation
(EC) No 141/2000, J%1E31#4 Regulation (EC) No 1901/2006 [ <&#55) .

pr
+  Directive 2001/83/EC and Regulation (EC) No 726/2004 (the general pharmaceutical
legislation)
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¢+ Directive 2009/35/EC on the colouring matters which may be added to medicinal
products

Regulation (EC) No 141/2000 on medicines for rare diseases (the Orphan Regulation)
Regulation (EC) No 1901/2006 on medicines for children (the Paediatric Regulation)
Regulation (EC) No 1394/2007, the ATMP Regulation

Regulation (EU) No 536/2014, the Clinical Trials Regulation

CDE XM Z M i R#EF RN
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ANDA #XHJ QBR S EHET™mMERE I RHE (8)
2 IRIBEERIER - KERGRERIES D& 715D - 25 2.3.P.3.3 Description of

the Manufacturing Process and Process Controls #72.3.P.3.5 Process Validation and/or
Evaluation #77/545 -

ST X EFPRIR GRS ( BEESKEETTRH ) -
¢ Heat Distribution (HD)
+  Heat Penetration (HP)
¢+ Thermocouple (TC)
+  Resistance Temperature Detector (RTD)
¢+ Endotoxin Indicator (El)
¢ Biological Indicator (Bl)
¢+ Programmable Logic Controller (PLC)
¢+ Exhibit Batches refer to any batch submitted in support of an NDA or ANDA. This
includes bioequivalence, test, and commercial production batches of a drug product.

2.3.P.3 Manufacture
2.3.P.3.3 Description of the Manufacturing Process and Process Controls
How will the drug product manufacturing process be designed for commercial production?

Am L2 NMeRITRTEW A ?
Q: What information should be presented in this section?
FEEMMTAEBR?

A: Provide a general summary of the manufacturing process and in-process controls from
the end of compounding through terminal sterilization. Describe any steps performed to
minimize bioburden prior to terminal sterilization (i.e. use of filtration and/or aseptic
processing prior to terminal sterilization, component/ equipment sterilization, or use of pre-
sterilized components). Indicate hold time specifications and hold conditions. (Note:
Extended hold times or hold times for products that support microbial growth may
necessitate additional studies to assess the microbiological quality of the bulk solution).
Describe any routine procedures that are in place to test bioburden and/or
container/closure integrity during commercial production, as applicable.

o REMEFIERIIREAENE LZNIBEFHNDERHE -

o HEZXIHENEZRARAREREEYREMATHETLER (BIEL A
N&&XEERMANER G ZRERTIEM/ATERE )

o IREAREBNEIVERRE RS -
(OF  ERREBNE S FMENE RN MRS I B ol sERBE IO TR~
A R ENRE ) -

o WAEBWEFIRPNHEY AAN/EERBH A SEENTUENRR (NE
F)e
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TERMINAL MOIST HEAT STERILIZATION
* Autoclave process and performance specifications

What is the design space of the terminal sterilization process for commercial production
and what are the critical parameters of the production terminal sterilization cycle?

BAMEEFHNLRENETLZRITEBZT 4 - Kl K EBPORBSHETL?

Q: What information should be presented in this section?
FERHMTAER?

A: Provide a description of the terminal sterilizer(s) to be used for commercial production
including make, model/equipment number, and process type (saturated steam, water
spray, etc.). Indicate if the process is designed as an overkill, bioburden-based, or
combined bioburden/biological indicator-based process. Indicate process control
parameters to be used for commercial production including time, temperature, Fo, and
pressure set points and acceptance criteria (including limits and ranges), as applicable.

o RERTBUWEFMARRXNERNOHEL - SFmk  BSRERSMIZRE (18N
R KBUHE ) -
s ERAZIZERRUTASERX - ETEYNE  B2ETEYAE/EMIERFA

Pas
=

o RIRTRAWEFNSREHZSH - SENE - RE - Fo IENRERUNIER IR
F ( BREREAER ) (MER )

o

Q: What additional information should be provided if parametric release of the drug
product is being requested?

WREBRXWZmETSET - RIRHMLETIMER ?

A: Indicate the critical parameters and acceptance criteria that must be met for
commercial batch release.

REARWHE AT O IUR BRI R B SE M ol R IR E -

» Autoclave loading patterns

What loading patterns are included in the sterilization process design space for the
commercial terminal sterilization of the finished drug product?

B EEFRL IR N ERNXNE L Z iR ZEE P e MR FHAET ?

Q: What information should be presented in this section?
FERERMMABR?

A: Describe autoclave loading patterns for commercial production, including the following:
+ Indication if the load sizes will range within defined minimum and maximum load
sizes or if a fixed load size will be used
¢+ Number of drug product units per minimum, maximum, or fixed load
¢+ Arrangement of the drug product units within the load

WARTRW EENSEXEREHEL - @FEUTAS :
¢ RIARFEREEXHNER/NNEXREEENR - B2 REREEERR
o BIR/) - EREBEERFNAREE
¢« ERFANGMIHERT

» Methods and controls to monitor production cycles
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How will the critical parameters of the terminal sterilization cycle/process be monitored
and controlled during commercial production?

ERHWEFISED - E s NAZER LR X EF R ENRBSE ?

Q: What information should be presented in this section?
RERHHTAER?

A: Indicate the types of monitors used and the location of each within the chamber for
monitoring the critical parameters during commercial production. Indicate how the critical
parameters are controlled (i.e. by a PLC or otherwise).

o IRAARTERR RN LB AEMENRERZFNNUE - UEEFWEFTER RN
RESH -
o IRARMMEERIRESE (BEY PLC siEMAT )-

Q: What additional information should be provided if parametric release of the drug
product is being requested?

WREBRAMSEUMT - FERHEMLENINER

A: The following information should be provided if parametric release is being requested
for the drug product:
+  Description of the load monitors
+ Performance characteristics of the load monitors and a description of how these
performance characteristics were evaluated
¢+  Numbers and locations of the load monitors during commercial production
+  Acceptance criteria for load monitors exposed to the terminal sterilization

process
+ Evaluation method to determine acceptable sterilization results for exposed load
monitors

WRAMBRSEMT - MRELUMER:
¢ ARV
¢ AEHIZESRAOMRER LR N TR X 1 AEAS AR AV F
¢ BUEFRERFHEERNNENTE
¢ RETREXNETENAGIERNNWTRE
¢ HRESNENERIERJERNEERNNL A

If a description of the evaluation method and performance characteristics of the load
monitors has previously been submitted and approved, the NDA/ANDA number and
supplement number (if applicable), submission date, and approval date for the submission
that contained the relevant information may be cited.

IR AW ERNVE T EZM USSR ENRIE S LR A - WIMSIRE2ARERNE
22 NDA/ANDA ZRSF14#FE4m S (W& F) ~ 1IR3 H BRI AL B A

+ Requalification of production autoclaves

What is the sterilization process requalification/revalidation program?
XE L ZBEABRIEERZTA?

Q: What information should be presented in this section?
RERHMTAER?

A: Describe the routine requalification program for the terminal sterilizer(s) including the
frequency of requalification, types of studies performed (i.e. empty chamber HD and or




Cann
HERI AR i)

A Tigermed Company

loaded chamber HP/BI challenge, etc.), and number of runs performed for each study
type. Describe the loads to be used during requalification, if applicable.

WX ERFNENBRINERF - EEBREIARINER - HITHFEIEL(BIZEEE HD A/t 52
HP/BI 30 %) - DUREBMIFFERANIEITRE - NER - B ESMEAREEANAH -

* Reprocessing

Will the drug product be re-processed or re-sterilized and how has the impact of any
reprocessing/ re-sterilization procedure been assessed?

EENARETHENLSBRE? NI EBNL/BXEEFNFIE?

Q: What information should be presented in this section?
FERHMTAER?

A: Indicate if reprocessing or re-sterilization of the drug product is to be performed for
commercial batches of the drug product. If so, then describe studies performed to assess
the impact of reprocessing/ re-sterilization procedures on microbiological aspects of the
drug product including container/closure integrity, hold times, and endotoxin content.

HRZEEMZAmNBEWHRATHENLSNBRE - IRZ - ERAANEEN LB XEER
M mMEYHENEMMETHOME - EEERETLRANTES - RENENANSRZE

* Environmental monitoring including product bioburden

What are the in-process microbiological controls in place for monitoring the manufacturing
environment and product prior to sterilization?

ERERI P R AN a8 1T i RV T 12 P B MRLE P E A I fl 1a T ?

Q: What information should be presented in this section?
REEMMTAEBR?

A: Provide a description of the bioburden monitoring and control program as follows:

(Note that in-depth descriptions of air, surfaces, and personnel monitoring normally

submitted for aseptically processed drug products are not necessary for terminally

sterilized drug products.)

o NWEMRERNMNZEFHERNBHANT.CEE  BEALE LZAmERNES - RKEMA
SREMAR AR TR L XEN A mKR T EANER )

c MREFELXNETm  FTERERHEEMFANESR -

¢+ Provide a description of bulk solution bioburden monitoring including at what
production stage(s) the bulk is sampled for bioburden. Describe monitoring of
filled units and container/closure components, as applicable.

REBRED RN - SFEENNEFMEX S REY A EHTEAE -
M ER BTN B/ Z AT - 3SR -
+ Indicate the alert and action levels for bioburden of the bulk solution and filled
containers, if applicable.
MEREA - IRA R RERS SN EY A ERRAITER
+ Indicate the alert and action levels and test frequencies for bioburden and
endotoxin testing of WFI used for compounding.
GEAA AT EC IR0 WFI B9 S m M A S ZNNIHAE R BR AT 21 R MK 3R -
+ If the sterilization process uses process water that directly contacts the drug
product in its container/closure system (e.g. cooling water for water overspray

processes), then provide microbiological acceptance criteria for the process
water.
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MRNETEEREEEMSR/EHRAPHmMNTZAK ( BIAET KB T

ZRUSHIK ) - MIRE T ZAKNOME oI #E=2A5E -

+ Describe the action plans taken and risk assessment performed in the event that
any alert and/or action levels are exceeded.
FE M B A A 0] 2 A PR /2R 1T B BR B PR SRERAV AT sh it XU A AT B XU 1A

+ Depending on the design of the manufacturing and sterilization processes,
additional information such as the heat resistance of bioburden organisms
associated with the product solution, the container and closure components,
and/or the facility to date, as well as a description of methods for the detection of
spores and heat resistance testing of bioburden may be necessary. For
example, more information may be needed for bioburden-based or low thermal
input autoclave processes than for overkill processes.

REFEFNXELZHRLY - JEFEZREMNER - NS@AR - BRNE
HAFHEROMENMRNE - M/NZSAIERNRNE - DRI IBF RN 75 AR
MANEY A BROMRAENE - fl - BETEYRERERNSEERNELZD]

FELLEEREIZHREEZHER

COMPONENT DEPYROGENATION

Q: Is component depyrogenation necessary for all terminally sterilized drug products?
R ERIRFIARZLXENLAmEZ L ERIG?

A: The combination of the following factors should be used in determining whether or not
component depyrogenation is necessary:
¢+ Non-pyrogenic label claim
+  Capacity of the container/closure components to withstand depyrogenation
processes
¢+ Component manufacturing process, component design, and depyrogenation
feasibility (e.g. Blow-Fill-Seal processes)
¢+ Route of administration

ERESEHFEANEZRRN - NEaZRUTRE:
¢ ERRIREEH
¢ BREHAHEAREZRRIERR
o AHERELZ - BERUTMERRITEBIN BFS TZ)
¢ RARE

What is the design space of the container/closure depyrogenation process for commercial
production and what are the critical parameters for each container/closure depyrogenation
process?

ATBVEFNERBHAASRARLZHNRITZEBZTAIENBRIBHAAERRR
RIZHWRBSHZEMTL?

Q: What information should be provided in this section?
XEB D NZIR R AER?

A: Indicate how container/closure components are depyrogenated. Include the
manufacturer and model number of the equipment used to perform the depyrogenation
process, and critical process control parameters, and acceptance criteria (including limits
and ranges, if applicable) to be used for depyrogenation of components during
commercial production.
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RIRE R/ BHAAHZNOUERNRN - BERATHRTERRARLIZNRERIFIEFE
5 REBNIZEHZSH - UREBWEFPBTHAEERRRNR T #Z R 0E (B A REA
SBE - HRER) -

How will the critical parameters of each depyrogenation process be monitored and
controlled during commercial production?

EBWEFTES - NEENANERH SN ERRRETEORBSH?

Q: What information should be provided in this section?
XE D ROZ AR AT AER?

A: Indicate how the critical parameters are controlled (i.e. by a PLC or otherwise), and
monitored (i.e. TCs, RTDs for dry heat).

RARRRSH S MO EHI(BNEE PLC A 0)AMEMED TC - F RTD).

What loading patterns are included in the design space for each depyrogenation process
for container/closure components of the finished drug product used for commercial
production?

B mAE R/ B AGNE N EFRARTERR B P e EMLER TR ?

Q: What information should be provided in this section?
XEB D NOZR R AER?

A: Describe loading patterns for commercial production, including the following:
+ Indication if the load sizes will range within defined minimum and maximum load
sizes or if a fixed load size will be used
¢+ Number of units per minimum, maximum, or fixed load
+ Arrangement of the container/closure components within the load

AW EFREREHES - BEUTREA:
¢ REANNEEEEXHR/NNERAESEEN - EZEEABEER RN
o BIR/) - ERSEEAHRRITH
¢ DEAEREFHEGNME

What is the requalification/ revalidation program for each container/ closure component
depyrogenation process?

BOEREBHAGERAREENBRINVBRIEEFZTA?

Q: What information should be provided in this section?
XED NZIR R AER?

A: Describe the routine requalification program for each depyrogenation process, including
the frequency of requalification, types of studies performed (i.e. empty chamber HD and or
loaded chamber HP/EI challenge, etc.), and number of runs performed for each study

type.
Describe the loads to be used during requalification, if applicable.

o HEEBNERRRIZNENBRINER  SEBRIARIE - FrdtfTaor a8 ED
ZEEL HD sk a3 HP/EN R I SE) - DIRB IR T BRI ITREL -
« WRERN  BHWAEENHAREFEAENE -

COMPONENT STERILIZATION

| Q: Is this section needed for all applications?
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FrEBIEE BRI AR 215 ?

A: No, this section applies to components such as port tube-closure assemblies for flexible
containers that are sterilized separately prior to attachment to the container during
manufacture. The moist heat of the terminal sterilization process may not adequately
penetrate into septated compartments within the ports, resulting in dry heat conditions. As
a result, any microorganism located in these areas might not be killed during the terminal
sterilization process.

Therefore, ancillary sterilization of port assemblies prior to attachment to the drug product
container may be necessary to achieve sufficient lethality at these sites.

A ATHERTEREESNREOERMAY  XLEAGEHSESIRPERIBR ZAMIE
RKE - Bls KEARROERIELEZFR BB RONNDRS - SBTHREM - Bt -
EEENXESED - UTXEXGREAUMEDE TEASERIE -

Rt - FEEEIAmB R ZA - UEEFEN K OEAGEHTHNE - LEXEUESIE S

BBITEE -

Separate sterilization processes for stoppers and seals do not need to be described in this
section, as these components are adequately sterilized by the terminal sterilization
process.

MEMZHHNBEMNEIEZEARTEEAT PN - HAXLEHH2 BRI LR NEITZERD
KE

If components require individual sterilization prior to assembly and terminal sterilization of
the filled drug product, what is the design space of each component sterilization process

for commercial production and what are the critical parameters for each component
sterilization process?

MRBADEERAmNWEARMNFELANENRTELMNE - BABWEFPERHS NE T
ZHIZHTEEZEFT AR ENIKNE LZHNRBSHETA?

Q: What information should be supplied in this section?

XE D RZIR BT AER?

A: Indicate the method of sterilization, sterilizer used, and critical parameters and
acceptance criteria for sterilization of components to be used for commercial production.

Include pre-sterilization bioburden acceptance criteria (including limits and ranges), if
applicable.

RIEATEWEFEMMGNNERE - RN ER - RESHENNE U ER IR E - 1E
A NEFEXENEYAETER I E(ERERENER) -

How will the critical parameters of each component sterilization process be monitored and
controlled for commercial production?

M S EAZESIR W EF= PPN NESENRBSH?

Q: What information should be provided in this section for radiation sterilization
processes?

RTEFHNELSRE - ATNEHPLEESR?

A: Indicate how the critical parameters are controlled and monitored including numbers
and locations of dosimeters and/or Bls, if applicable.

AR IR N RBSH - BEFIE A/ BI(INER)NWHEMNME -

Q: What information should be provided in this section for dry or moist heat sterilization
processes?

NTFRECERNEIR - ATINEERBLEER?

10
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A: Indicate how the critical parameters are controlled and monitored including numbers
and locations of TCs/RTDs.

ARG N R TR S - 815 TC/RTD NEENUE.

Q: What information should be provided in this section for ethylene oxide sterilization
processes?

MNTFHREmAETRE - AT ZRHEMLEER

A: Indicate how the critical parameters are controlled and monitored, including the types of
monitoring devices used and their locations.
Describe how residuals are monitored.

AR IEG NG ERESY - SEEANEEREREREME -
T o i PR D BR.

What loading patterns are included in the design space for each sterilization process for
container/closure components of the finished drug product used for commercial
production?

B EFNAmANE R/ EHAGNE N NET R ZEE P EEMLERHRET ?

Q: What information should be provided in this section?
XE D NIZRB ABER?

A: Describe loading patterns for commercial production, including the following:
+ Indication if the load sizes will range within defined minimum and maximum load
sizes or if a fixed load size will be used
¢+ Number of units per minimum, maximum, or fixed load
+ Arrangement of the container/closure components within the load

AW EFRREHES - BEUTREA:
¢ DENNEEEEXHER/NNERAESEENR - EESEEREER R RN
¢« BIR/N - RERSEEAHRSITH
¢ REASRBHAHRLZH

What is the requalification/revalidation program for each component sterilization process?
BMANETENBERA/BRIEERZTA?

Q: What information should be provided in this section?
XEB D ROZIR AT AGER

A: Describe the routine requalification program for the component sterilization process
including the frequency of requalification, types of studies performed (i.e. empty chamber
HD and or loaded chamber HP/BI challenge, etc.), and number of runs performed for each
study type. Describe the loads to be used during requalification, if applicable.

WA N XNETZHNENBEHANER - SEBEIARME - FrATRUIFFEE(BIZ 3 HD
Mkt HP/BI E 0 E) - DUKEBMMREEREITRE - MREM - BEEESHRIAL
8] ffE FRUDAEL -

11
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ERARFAFRLRT AN (ETHANNESYMARARFSRN (1147 ) NBES
(2023 F%526 5 )

https://www.cde.org.cn/main/news/viewlnfoCommon/7a5c1daf996a5b9f103426df70d2b
erf

ERXRAERAFROLRT AN (MHPBREBERAYIERMARARNEBSRN) NES
(2023 F%255)

https://www.cde.org.cn/main/news/viewlnfoCommon/24952a6fc17093a08aa81070a648
c8chH

ERXRABBAFEROLRT AN (RABARENEZ) L RABNEER ZFHESREN
(1517 ) WES (2023 F£27 5)

https://www.cde.org.cn/main/news/viewlnfoCommon/ce89e86db19fa67465b35e5c9c5fb
féa

ExXALGBATEDLATAH (FREGHRBFSREAYIRKRIZOHEARIESRN) B08&E
F (2023 F%F 285 )

https://www.cde.org.cn/main/news/viewlnfoCommon/7836390b975d8b53d59eaf9b9e78
bd41

EXARBAFPOLRT AN (BRI NARBRKRRILRTRAFESREN) NES
(2023 F%295)

https://www.cde.org.cn/main/news/viewlnfoCommon/a0470fe8e6a9c38fb71e0b125d5f0
762

EXARBATROLRT &M (SRS BRI LA E S HIFAIRRI ARXRAIE
SR (1517 )) BEE (2023 F55 30 5)

https://www.cde.org.cn/main/news/viewlnfoCommon/53fe81056937a6029663b48280a9
72c6

ExahBasERORTAH (JLIERAMEBERIAT I XZWNBREREETFEAN (3
7)) MBS
https://www.cde.org.cn/main/news/viewlnfoCommon/050ba299a85fcc3dd69a6e5bd 150
e6d8

ExXahE AL EXRIEREZA T REMBAmABEamBZNAS (2023 F£5
435 )

https://www.nmpa.gov.cn/xxgk/ggta/qtqgtq/20230418144449182.html
ERXRAmEEEERNT AEAHEKRAREFREEBAEMEEZmisEAmAzmas
SalEt=mMFE (1EkENR ) B
https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjyp/20180607143401441.html

RT AKX (MEEZm - BHANAmRSHSEERETFREEERSRN) &

12


https://www.cde.org.cn/main/news/viewInfoCommon/7a5c1daf996a5b9f103426df70d2be7f
https://www.cde.org.cn/main/news/viewInfoCommon/7a5c1daf996a5b9f103426df70d2be7f
https://www.cde.org.cn/main/news/viewInfoCommon/24952a6fc17093a08aa81070a648c8c5
https://www.cde.org.cn/main/news/viewInfoCommon/24952a6fc17093a08aa81070a648c8c5
https://www.cde.org.cn/main/news/viewInfoCommon/ce89e86db19fa67465b35e5c9c5fbf6a
https://www.cde.org.cn/main/news/viewInfoCommon/ce89e86db19fa67465b35e5c9c5fbf6a
https://www.cde.org.cn/main/news/viewInfoCommon/7836390b975d8b53d59eaf9b9e78bd41
https://www.cde.org.cn/main/news/viewInfoCommon/7836390b975d8b53d59eaf9b9e78bd41
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https://www.nmpa.gov.cn/xxgk/ggtg/qtggtg/20230418144449182.html
https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjyp/20180607143401441.html
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https://www.cfdi.org.cn/resource/news/15299.html

M. SR ATAHIEKRAmETREEEACMEA misEAamMAmESHFEZmM
F ({ERERTE ) &L
https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyijyp/20171017171701198.html

12. RTAHIEK (AmGEERIEINVERZ (1EKENE ) BB
https://www.nmpa.gov.cn/xxgk/zhayj/zhayjzh/20230411095526177 .html

13. EXAMGCEEEREmAmEZERT OLART AN (AYFEIRKAER=EIEATEIA
IR RRIEK) WES
https://www.cfdi.org.cn/resource/news/15312.html

14. BERAGBAERLRT AT (MBREDREATmitRiERFEARESEN (217 ))
MBS (2023 FFE 3235 )

https://www.cde.org.cn/main/news/viewlnfoCommon/311c810ad705f3a0e5538a5e5efb
9dae

15. BRABRBAFFLRT AT (EMHJEFXEERE AT AYRRTREARIESRN)
MBS (2023 F5E315)
https://www.cde.org.cn/main/news/viewlnfoCommon/5bebddb98aae85a980181683a91

0788e
16. RTAFHEK (AYFIRAMRRESENCINERNEZRMFAERN (EXREWNTRE )
BB

https://www.cfdi.org.cn/resource/news/15321.html
17. ERaaGBAFPLRT A ( NETHRFRAFZHESENEARIESZSEN (117 ))

MBS (2023 FFE 3335 )
https://www.cde.org.cn/main/news/viewlnfoCommon/1dfacaa7804aca84d648edb83b10
c40b

18. ERABBATRORT AT (MR AT AR AR ARESEN (117 ))
MBS (2023 FE 34 5 )
https://www.cde.org.cn/main/news/viewlnfoCommon/137c3b6897d2f9df9018bd2c7415
3b24

19. Reform of the EU pharmaceutical legislation

https://health.ec.europa.eu/medicinal-products/pharmaceutical-strategy-europe/reform-
eu-pharmaceutical-legislation en
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