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MANUFACTURE OF INVESTIGATIONAL
MEDIGINAL PRODUCTS

BREOIE

Investigational medicinal products should be
iproduced in accordance with the principles and the
detailed guidelines of Good Manufacturing Practice
for Medicinal Products. Other guidelines should be
taken into account whers relevant and as
appropriate to the stage of development of the
nroduct. Procedures need to be flexible to provide
for changes as knowledge of the process increases,
and appropriate to the stage of development of the
product.

BBREIEZRGMPORBIEFEAFSA %8
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In clinical trials there may be added risk to
participating subjects compared to patients treated
with marketed products. The application of GMP to
the manufacture of investigational medicinal
products is intended to ensure that trial subjects
are not placed at risk, and that the results of clinical
trials are unaffected by inadequate safsty, quality or
efficacy arising from unsatisfactory manufacture.
Equally, it is intended to ensure that there is
consistency between batches of the same
investigational medicinal product used in the same
or different clinical trials, and that changes during
the development of an investigational medicinal
product are adequately documented and justified.
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The production of investigational medicinal products
involves added complexity in comparison to
marketed products by virtue of the lack of fixed
routines, variety of clinical trial designs, consequent
packaging designs, the need, often, for
randomisation and blinding and increased risk of
product cross—contamination and mix up.
Furthermore, there may be incomplete knowledge of
the potency and toxicity of the product and a lack
of full process validation, or, marketed products may
be used which have been re-packaged or modified in
some wav,

REBRHAEL, BELLEBEENRDLRNIE, 2
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These challenges require personnel with a thorough
understanding of, and training in, the application of
GMP to investigational medicinal products. Co—
operation is required with trial sponsors who
undertake the ultimate responsibility for all aspects
of the clinical trial including the quality of
investigational medicinal products.

ChHOREELTHREEAOGMPE R 5221
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The increased complexity in manufacturing
operations requires a highly effective quality system.

MEFRCEVTIY—EOFERMESBRLTIS
&I BOTHEMGREVAT LARDLND,

The annex also includes guidance on ordering,
shipping, and returning clinical supplies, which are at
the interface with, and complementary to, guidelines
on Good Clinical Practice.
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Products other than the test product, placebo or
comparator may be supplied to subjects
participating in a trial. Such products may be used
as support or escape medication for preventative,
diagnostic or therapeutic reasons and/or needed to
ensure that adequate medical care is provided for
the subject. They may also be used in accordance
with the protocol to induce a physiological response,
These. products do not fall within the definition of
investigational medicinal products and may be
supplied by the sponsor, or the investigator. The
sponsor should ensure that they are in accordance
with the notification/request for authorisation to
conduct the trial and that they are of appropriate
quality for the purposes of the trial taking into
account the source of the materials, whether or not
they are the subject of a marketing authorisation
and whether they have been repackaged, The advice
and involvement of an Authorised Person is
recommended in this task,
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Manufacturing authorisation and reconstitution

60
SR RURERAOHR

Both the total and partial manufacture of
investigational medicinal products, as well as the
various processes of dividing up, packaging or
presentation, is subject to the authorisation. This
authorisation, however, shall not be required for
reconstitution. For the purpose of this provision,
reconstitution shall be understood as a simple
process of;

BBREEARUVEHSBLEEO LRI,

B RTHEBESOELT TR, HEcH

5. LOLCOHTIZREDO =DM FERS

NTLEWL, CORECBIL, {E5OHOEHRS
FUTORETESLTERT I,

+ dissolving or dlépers:ng the investigational
medicinal product for administration of the product
to a trial subject or,

CAROEBRBEADEMORE DTN EBRED
BRRUREETEIL,

- diluting or mixing the investigational medicinal
product{s} with some other substance(s) used as a
vehicle for the purposes of administering it,

-ENERS5THEMT, BEALLTOMOMEL
HICHBREEFRIULEST DL,

Reconstitution is not mixing several ingredients,
including the active substance, together to produce
the investigational medicinal product.

?x%wf—&bwmzfat\,nﬁﬁ%é;%m“éf—&ba) P
BEAEEDIKOAORIDRETEHIETEHY
LY,

An investigational medicinal product must exist
before a process can be defined as reconstitution,

BEQOLHORMHEEBRSNDSTIEDHIC, BRE
REELTOETRIERSAL,

The process of reconstitution has to be undertaken
as soon as practicable before administration,

BEOROORAEG, TEHRYREDOERIZIT
R NERBAE,

D)

This process has to be defined in the clinical trial .
application / IMP dossier and clinical trial protocol,
ot related document, available at the site.

AT, ARE IMPEERUBRERTES,
RIFARBEMER TR B RELEEEICEES
hIEFRIEEREL,

GLOSSARY
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Blinding

A procedure in which one or more parties to the
trial are kept unaware of the treatment
assignment(s). Single-blinding usually refers to the
subject(s) being unaware, and double-blinding
usually refers to the subject(s), investigator{s),
monitor, and, in some cases, data analyst(s) being
unaware of the treatment assignment(s), In relation
to an investigational medicinal product, blinding
means the desliberate disguising of the identity of the
product in accordance with the instructions of the
sponsor, Unblinding means the disclosure of the
identity of blinded products.

I52:C19)

~X[F - BFEHL EORBRERE (B NS
BOEHHT CHAITSUNREE OBk, —E
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AEBEMICIBY C&ABET D, RIROMEITE
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Clinical trial

Any investigation in human subjects intended to
discover or verify the clinical, pharmacological
and/or other pharmacodynamic effects of an
investigational product{s) and/or to identify any
adverse reactions to an investigational product(s),
and/or to study adsorption, distribution, metabolism,
and excration of one or more investigational
medicinal product(s) with the object of ascertaining
its/their safety and/or efficacy.

s
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SHER(E . AR DERIEM, BUREMERRT, R
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R, 2, RBIRCHEEE, AU ER TR
FHERIC, FAETHILERRLTWVS,

" {Comparator product

An investigational or marketed product (i.e. active
controf), or placebo, used as a reference in a clinical
trial,

% AE
JRERIC a‘al,\t*ﬂﬁaw%m&ﬁ%&%mxﬁa&%
(THHLERNEH), B LLLT5tR,

Investigational medicinal product

A pharmaceutical form of an active substance or
placebo being tested or used as a reference in a
clinical trial, including a product with a marketing
authorisation when used or assembled {formulatsd
or packaged) in a way different from the authorised
form, or when used for an unauthorised indication,
or when used to gain further information about the
authorised form.

SBERSE (BAD

ARSI A RTABELTHWOWDEENE
(RB)RETSROBAEET . 4, BRER
RIE B H8W CHEAXIEHREShS (MAMERIE
A%kshd)EE, RILFERBOBMSIES E%éhé
EF RIEEERBRANCOVTCEMERER LD
[TERShLEEEET.

Investigator

A person responsible for the conduct of the clinical
trial at a trial site. If a trial is conducted by a team
of individuals at a trial site, the investigator is the
responsible leader of the team and may be called
the principal investigator,

REREAT
ARERERMAICETSRREROTES, HL
SHBRAVERERERBBICABL TERALI DTS
F—LELTEMSNDEE ARBATEMIBED
6375—‘&.&2“'5"*54"&& RBREEEMLFIRSNhS
SEnBB.

Manufacturer/importer of Investigational Medicinal

SARRFEBLERE CARRMAFE

Products HEBMAQHUERETLHE,
Any holder of the authorisation to

manufacture/import.

Order S

Instruction to process, package and/or ship a
certain number of units of investigational medicinal
product(s).

HOPDAREHUEZNT, BERT./RIZEE
I HIER.

Product Specification File

A reference file containing, or referring to files
containing, all the information necessary to draft the
detailed written instructions on processing,
packaging, quality control testing, batch release and
shipping of an investigational medicinal product,

%ﬂﬂiﬁ*ﬁi
BREONT, A% SEEEGaE, “‘J?Hﬂﬁ&
VELRICE SRS OIERIELRITI SIRICW
FELEhHeBBESOIMOSB/I7AIL, XiZH
BHEEHEZ RO TI7ALESRBLTOS—R0S
BO7AN,
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Randomisation :

The process of assigning trial subjects to treatment
or control groups using an element of chance to
determine the assignments in order to reduce bias.

=IEHE
BUTT TANAT RAED (T HROBRMLERE R
LMERET IR SRR TR IBRICEIY T D TR,

Randomisation Code
A listing in which the treatment assigned to each
suhject from the randomisation process is identified.

LI~
EEALTETEROEREBICEUS T 0EX
MERTEDIAL,

SHipping
The operation of packaging for shipment and sending
of ordered medicinal products for clinical trials.

Bl
SREBRICBRLTERZR I AREDEED-HD
BEERERTEE.

Sponsor

An individual, company, institution or organisation
which takes responsibility for the initiation,
management and/or financing of a clinical trial,

RERIREAE
RROME. BERV/XTEERZIETEE
P HEAN =1t AHEEITEHR,

QUALITY MANAGEMENT

mEEH

1. The Quality System, designed, set up and verified
by the manufacturer or importer, should be
described in written procedures available to the
sponsor, taking into account the GMP principles and
guidelines applicable to investigational medicinal
products.

1 BUEEHHVEBAZEHCRYRET . 8L, ARG
ShBRELAT LI, BREISARINHGMPIR
AR UHARS A EERBLOD, ARIKEEOF
IEEFPIEEHT 2L,

2. The preduct specifications and manufacturing
instructions may be changed during development but
full control and traceability of the changes should be
maintained.

)RR RN R AEEECCE
FORETHLIN, TEOF2LERLN—YEY
T AERETAIL,

PERSONNEL

R

3. All personnel involved with investigational
medicinal products should be appropriately trained in
the requirements specific to thess types of product.

3aBREEERBRICHETS2MAL, BRE
{Eﬁﬁ’f‘%ﬁ OERERICHLTENHENETS

Even in cases where the number of staff involved is
small, there should be, for each batch, separate
people responsible for production and quality
|control,

BRI ARV DU D LENBETHHOTE, &
NYFOHOREEELGEEBIZHLTONA
DEFEZEET DL,

4, The Authorised Person should in particular be
responsible for ensuring that there are systems in
place that meet the requirements of this Annex and
should thersfore have a broad knowledge of
pharmaceutical devslopment and clinical trial
processes, Guidance for the Authorised Person in
connection with the certification of investigational
medicinal products is given in paragraphs 38 to 41.

4 EBRERRNEFEEET7 v I AOERZIEIC
BETHOMEVATLNESEARMTDIEREN
4%'1[:&;% %wf:&)[zﬁx?n%ﬁﬁé&iﬁ,?;ﬁl#%f:fbgm
WS Z DL, REREHHFETBAE IR DARE
HETEEREDOHDHAFE L AIZ2LNTIEtRda
38—z T B,

PREMISES AND EQUIPMENT

BYEURRE

5. The toxicity, potency and sensitising potential
may not be fully understood for investigational
medicinal products and this reinforces the need to
minimise all risks of cress—contamination. The
design of equipment and premises, inspsction / test
methods and acceptance limits to be used after
cleaning should reflect the nature of these risks.
Consideration should be given to campaigh working
where appropriate. Account should be taken of the
solubility of the product in decisions about the
choice of cleaning solvent,

5. Fi%, #h0 (Bhe) . BAEIR LA RECEERIC
RASNTELT . EDF-OREREOR A%
RIMETHEDDBBEENRCROLND, BBEP

RIS DR, REORBAERPERRICHITL

HBRBRICOVWTECIADY RO EERMRT S

Ch, FvuA—UslE I ONWTIREY I EEET S
Cé& EEARRINBIRICBLTITARED BHEE
EETHE,

DOCUMENTATION

XEfk
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Specifications and instructions

REERGIERE

6. Specifications (for starting materials, primary
packaging materials, intermediate, bulk products and
finished products), manufacturing formulae and
processing and.packaging instructions should be as
comprehensive as possible given the current state
of knowledge. They should be periodically re-
assessed during development and updated as
necessary, Each new version should take into
account the latest data, current technology used,
regulatory and pharmacopoeial requirements, and
should allow traceability to the previous document.
Any changes should be carried out according to a
written procedure, which should address any
implications for product quality such as stability and
bio equivalence.

6. fﬂ?ﬁi(tﬁ%lﬁﬂ —RALEH. EFFBElﬁznnELU
ALV BIBHICRRER) ., BLENA, TIEIERE
ERUESEERZICICELRYAENICRINE
REBYAD L ChoDXETHRBLHREALT
EHMICREL, HBIZELTR¥RET H2E,
BROBHIBIERHT—2. &FOHEM. RUER
FIRUVERDH LOBRBIELEEICANTIER
L. IBRO L —HET1ZBEHETHIE DWED
EELFIFEZIZH-TITO, TOFIESICIERTES
PLEMENRIEHO LS WRBREOREICHETS
BEAELL,

7. Rationales for changes should be recorded and
the consequences of a change on product quality
and on any on—going dlinisal trials should be
investigated and documented.

7. FEQHEMERREL, REOBERNAREDR
gﬁiﬁﬁqﬂ035‘.‘:‘5%!:&titffﬁégtiﬁﬁbéﬂﬁiﬁé

Order

T

8. The order should request the processing and/or
packaging of a certain number of units and/or their
‘ishipping and be given by or on behalf of the sponsor
to the manufacturer. It should be in writing (though
it may be transmitted by electronic means), and
precise enough to avoid any ambiguity. It should be
formally authorised and refer to the Product
Specification File and the relevant clinical trial
protocol as appropriate.

8. BRIV DM OEGEOHE 8RRV XIT
FOERETEFETILOTHY, ARKEEIET
DRIBAIZF > TRERSLEERICHLTITSZ
& FERIENXEBIZESTITW (EFHLFRICESE
ENHYUSB), LWHEABEILBRITERTHLS
EIERIGERICEKBEZT, BISIREERUARE
EHEEFHES PICEYICiRb T 58,

Product specification file

NaREE

9. The Product Specification File {see glossary)
should be continually updated as development of the
product proceeds, ensuring appropriate traceability
to the previous versions. It should include, or refer
to, the following documents:

9. BRI E (FRESR) LM RO FR R
C. IBRO L —YEYTEHMITERL DD, #8
ATRIIRET DL RBBHELTRONEE
BLTE XBFERTHIE,

* Specifications and analytical methods for starting
materials, packaging materials, intermediate, bulk
and finished product.

-HFERE, SRME, hREL ILOREGED
IR EMICEET DR EE R AL

» Manufacturing methods. <BLERE
- In—process testing and methods. -TIEARERETOAE

* Approved label copy.

REBENERRIANNLOIE—

' Relevant clinical trial protocols and randomisation
codes, as appropriate,

BB HARERHEELRELLEI-FERET
25HE)

' Relevant technical agreements with contract
givers, as appropriate.

BT HRAFLORMRI (BT HIBR)

+ Stability data.

"BEUT 3

» Storage and shipment conditions.

RERCREER
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The above listing is not intended to be exclusive or
exhaustive. The contents will vary depending on the
product and stage of development, The information
should form the basis for assessment of the
"Isuitability for certification and release of a particular
batch by the Authorised Person and should
therefore be accessible to him/her. Where different
manufacturing steps are carried out at different
locations under the responsibility of different
Authorised Persons, it is acceptable to maintain
separate files limited to information of relevance to
the activities at the respective locations.

FROYAME, SBHEBIZIBETHLD TR, ®
3 R_RTERBLTLAEOTIIAN, BERRET
5 S ORI TELRTHTHAS, Thbd
DERE, BRI EERFICEIBED/ Sy FOHES
HREOBMEEMORELTLEIE, Z0OH. H
FEEENHEHESTIBICHRATEDLLSICH
TWAIE, Bl E TENRRLU--IGCR
Lol-HAEEEOERTIZERIhDEE, Th
FhOIBHOEHEEERICIBRY DB 27 ILER
DLERBEEINS,

Manufacturing Formulae and Processing Instructions

ShENFRUIEREE

10. For every manufacturing operation or supply
there should be clear and adequate written
instructions and written records. Where an operation
is not repetitive it may not be necessary o produce
Master Formulae and Processing Instructions,
Records are particutarly important for the
preparation of the final version of the documents to
be used in routine manufacture once the marketing
authorisation is granted.

10, B EEELBBICOWCBBE TR X2,
ShEERERVERENDETHD, BUEFE
HEEVRLIThhEWE S, TR4—8ERHEE
T LEER T HREZLL, BLhEMRTBERENEDL
n=15&l, BhEToRBEHEICHLLND
BRIEOXEERICE>TEBIZEEL LD,

11. The information in the Product Specification File
should be used to produce the detailed written

(1L ARREENOERIL, I8, a9, aEEHE
B, RE Y. BAICRIHMLEROERER

instructions on processing, packaging, quality control [{ERL T DIRIZERT AL,
testing, storage conditions and shipping.
Packaging Instructions BEERE

12. Investigational medicinal products are normally
packed in an individual way for each subject
included in the clinical trial. The number of units to
be packaged should be specified prior to the start of
the packaging operations, including units necessary
for carrying out quality control and any retention
samples to be kept. Sufficient reconciliations should
take place to ensure the correct quantity of each
product required has been accounted for at each
stage of processing.

12 SBERRITAROBERERISENENE RIS
EENhD, AEEMHE REEER RUSER
ERETLLDIHELGREANEASH T, BETIR
DEMRATICBARE T Sl L. BRIV EABRE DM
EAEETHAILEDREROSBETHLMC
T HHITHSBINK R EEEET DL,

Processing, testing and packaging batch records

I8, BE. 2k \vTFEei

13. Batch records should be kept in sufficient detail
for the sequence of operations to be accurately
determined. These records should contain any
relevant remarks which justify the procedures used
and any changes made, enhance knowledge of the
product and develop the manufacturing operations.

13, NUFREZICITERICERINECEAHMD
ST —EOEBERIC OLTEEBIC IR TIEL
THELTE YT REICTX. FRALEFIREERS
NEBEICHULTOBEYEERL, FAREZRH
3 HMEERD, BEFEOBRICHEE T L34
BERESHDHL,

14. Batch manufaeturing records should be retained
at least for the periods specified in relevant

14, N FELE RERIT BT DIRFICRESL TW
LERIX DK ERBRETBE,

regulations,
PRODUGTION gk
Packaging materials BEH

18, Specifications and quality control checks should
inchide measures to guard against unintentional
unblinding due to changes in appearance between
different batches of packaging materials,

15, MR RUCREETEOBEE. BRAB1ERHIC
FBNVFHEONE LOEILD-DIZRETLHNE
BROBRMAEENCLESLENILETA3EEESH
T:%w-éﬁ)%):&o

Manufacturing operations

TLEFE
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16. During development critical parametars should
be identified and in—process controls primarily used
to control the process. Provisional production
parameters and in—process controls may be
deduced from prior experience, including that gained
from earlier development work, Carsful
consideration by key personnef is called for in order
to formulate the necessary instructions and to
adapt them continually to the experience gained in
production, Parameters identified and controlled
should be justifiable based on knowledge available at
the time.

16. B HMZBLTERNIA—FZRKEL, Tk
TEANERIIERYICTRLZEET SHIZHR
THCE, WEMGELENTA—2ETIRANEIEIL,
SUBRHORERZMISBOALOEED THRAT
ORBIOOEETEDTHAS, NELIERIEEE
AL, £ DIEMELRERITE LN MR ITRIER
[DELSELEHIZE, HEAEEEICKSEERD
BENROOLND RS, BEEINf 544
laté%a)ﬁ%;ﬁ’@%ﬁ’éééiﬂéﬁtzﬁrﬁiiE BiLdd

17. Poduction processes for investigational
medicinal products are not expected to be validated
to the extent necessary for routine production but
premises and equipment are expected to be
validated. For sterile products, the validation of
sterilising processes should be of the same standard
as for products authorised for marketing. Likewise,
when required, virus inactivation/removal and that
of other impurities of biological origin should be
demonstrated, to assure the safsty of
biotechnologically derived products, by following the
scientific principles and techniques defined in the
available guidance in this area.

17. RBEOSLETRIOVLTHEAREETRDS
NBHEE T/ T—M Do EEBFSH TR
M, BRI DL TR N T—hE TSNS
ENEFEND, BERRKICHTIRELED/NY)
T—Lav[SoW RO RRE GLFEL AL
DEETEETH L, AKIC, BETHIIL, 01
NADTFEA/ BRERCEYREOMD T
DEEL BREN, NAFF0/00—I5RBiARK
ROREWUFRIET HDIC. CORBOHAKY
igifhru%ﬂﬁwﬁ@bﬁmuﬁor%ﬂg

18. Validation of aseptic processes presents special
problems when the batch size is small; in these
cases the number of units filled may be the
maximum number filled in production. If practicable,
and othérwise consistent with simulating the
process, a larger number of units should be filled
with media to provide greater confidence in the
results obtained. Filling and sealing is often a manual
or semi—automated operation presenting great
challenges to sterility so enhanced attention should
be given to operator training, and validating the
aseptic technique of individual operators.

18. N FH L XHNENEEZ  EBEHTED/N)FT—
e BBENAFEETS. COBE, BTA
HEHIARETORTARREELYSS. 8L, F
TRRETHY. ThEADORTIEZEDIEEVSA
L—bTEH0OTH NI, ERELTIYIRELIELE
HEHETIEHIZE, FUSKROBETERT
C&, KTAEBEIZOLTIE, LIELIERET 57
HDRKERIBBELLFAEERNMIF BEEET
ERSNEEMD, HEBOXFINERUVE 2D
E%&@éﬁi@mﬁ%z Y F g BIEITKELE
B Do

Principles applicable tc comparator product

xt AR DR A

18. If a product is modified, data should be available
{e.g. stability, comparative dissolution, bicavailability)
to demonstrate that these changes do not
sighificantly alter the original quality characteristics
of the product. .

19. 83 (R ICEREMASBEICE, Chi
DEB[ZL>THE GIEE) OO ENREE
LNz CEEREET T 2 (BIAE, BE
Tijﬁ:éﬁ'g%ﬂj;iﬁﬁ NAFTRASETT0OEANEL
THLCE,

20. The expiry date stated for the comparator
product in its original packaging might not be
applicable to the product where it has been
repackaged in a different container that may not
offer equivalent protection, or be compatible with
the product. A suitable use—by date, taking into
account the nature of the product, the
characteristics of the container and the storage
conditions to which the article may be subjected,
should be determined by or on behalf of the
sponsor. Such a date should be justified and must
not be later than the expiry date of the original
package. There should be compatibility of expiry
dating and clinical trial duration,

20. O TOAEICEHINTLEEHRE
I, ASORERGEEE-DLMLLALNMID R
BABAEL-SRICBRATES . BBELLT
WELLZLTHDS, B ERRE, HEED
HH, BRHERCHERRTEICRHORESHE
EZEL, ARKEERETORBANRET S
& COMBRIZEYNETEDREIZIL, ZLTROE
ROBEYHREZHI TIILSAL, BHHIREAR
EHESBHEOBREHERDE,

Blinding operations

BRIk
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place to ensure that the blind is achieved and
maintained while allowing for identification of
“blinded” products when necessary, including the
batch numbers of the products before the blinding
operation. Rapid identification of product should aiso
be possible in an emergency.

21. Where products are blinded, system should be in {21

CGBBEOERIEShTOAN., BR{EERH
BIhTWS—AT, BDRGISE, FRATOARE
NYFHRBSEEOHTIERIEIABREORENEE
ENTWAIEEREETHRODO VAT LTRSS
C&.F e BABICBLTIARBREORAMNTC
IZTEDBISITLTHELZ L.

Randoimisation code

EERLI—F

22. Procedures should describe the generation,
security, distribution, handling and retention of any
randomisation code used for packaging
investigational products, and code-break
mechanisms. Appropriate records should be
maintained.

2. RREOOEICANWIEESLI—FOER.
B, A, kL., BEICET 5. RUEE
Bia—FoBRALICHT LFIREEERTHE
L ChODERRITBNCBRETLIL,

Packaging

(23

23. During packaging of investigational medicinal
products, it may be necessary to handle different
products on the same packaging line at the same
time. The risk of product mix up must be minimised
by using appropriate procedures and/or, specialised
equipment as appropriate and relevant staff training.

EBREOBREEEICENT, RBIRLEES
A TR HERERYIRSCENNHLIEELH
%, WREERY DYRVIGEIILFIRE, HIEE
%, BRUEEE~OBEVEHENECL TR
METBE,

24, Packaging and labelling of investigational
medicinal products are likely to be more complex
and more liable to errors {which are also harder to
detect) than for marketed products, particularly
when “blinded” products with similar appearance
are used. Precautions against mis—labelling such as
label reconciliation, line clearance, in—process
control checks by appropriately trained staff should
accordingly be intensified,

4 AREDIEEIRIRRIG LA H RIS
HATEATRREZECLAV (RRicthEiaH
FTRCEFEYRE)  ASITABAELLTLSIE
B AREEERY HLE, JYEMTHD. TD
18, BUICHE RSN A EBICELIANLD
IR HERR, SAL YT IR, TRNEEOHERD
J:;Z‘L SRIERBAHICTH T B EIEZMIETD

25. The packaging must ensure that the
investigational medicinal product remains in good
condition during transport and storage at
intermediate destinations. Any opening or tampering
of the outer packaging during transport should be
readily discernible.

25, AL, AREOBER AT EFHMAT
DERELBECCRIFLEGTICEM TSI EE
RE T HELOTRITNIERSAL, B pics
DRAFHPBEALP MR SN TSR SIZER
TELHEDIZTHIE,

Labelling

KRR

26. Table 1 summarises the contents of Articles 26—
30 that follow. The following information should be
included on labels, unless its absence can be
iustified, e.g. use of a centralised electronic
randomisation system:

26, R1CIZBIBTHE52326-30D EBHAREE

T, SRIRRLEBDIENTE YL TELRNRE
Y ZIFEF—RiELEBFERILVRATLOER) .
TEHDERESNILERTDHIE,

a) name, address and telephone number of the
sponsor, contract research organisation or
investigator {the main contact for information on the
product, clinical trial and emergency unblinding);

a) JRER{kEEE E%nnf’aﬁ%*ﬁ’m*ﬁﬁ%ﬁ(CRo)R
[LARRERTOA, (X77. BEES CRERE. B8R
RURSBOSHEHOTELSE)

b) pharmaceutical dosage form, route of
administration, quantity of dosage units, and in the
case of open trials1, the name/identifier and
strength/potency;

b) FIRs, 54208, RE5BEDE, A —T REB
%%%!:iii’ﬁﬁ%@% W RS RUER/H

1 For closed blinded trails, the labelling should
include a statement indicating “placebo or
[name/identifier] + [strength/potencyl”,

1 BERERITHLT, BRICIE TSR IE0NE
giﬁﬁgﬁﬁ/ﬂﬁéﬁﬂllﬁﬁﬁé/ﬁﬁﬁjCDEEif‘E
= I
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¢) the batch and/or code number to identify the
contents and packaging operation;

o) ABELBREFHINT 5D \vFRU/RIE
a—FES

d) a trial reference code allowing identification of
the trial, site, investigator and sponsor if not given
elsewhere;

d) IR AL MG S | CAERIERR, ABREEN R T
SRERMKEAOEA WIS HaRBaI—F

e) the trial subject identification number/treatment
number and where relevant, the visit number;

% WERHHAE S ARES. B RS e
2 ‘

f) the name of the investigator (f not included in (a)

or (d));

f) SREREMD AT (@), (DRICEFHEVEE)

g) directions for use {reference may be made to a
leaflet or other explanatory document intended for
the trial subject or person administering the
product):

o) 5% (SEIERITWRE RITEREEEETH
[CHESWLEMIXELMOSBAENLD)

h} "For clinical trial use only” or similar wording;

h DREERBICIRSIRIZELEOFEES

i} the storage conditions;

D REEH

i) period of use {use—by date, expiry date or re—test
date as applicable), in menth/year format and in a
manner that avoids any ambiguity.

i) {55 FRAR (B AR . BB RIS ZEISIECT
BaER), B/ BURSZRETIBER

k) "keep out of reach of children” except when the
product is for use in trials where the product is not
taken home by subjects.

W TP ROEOBAMEVEFICEC S IORR. -
E%Sﬁ%ﬁ%’é?ﬁsﬁ%ﬁﬁ%l:??f%')%%fd:mi%*éli

27. The address and telephone number of the main
contact for information on the product, clinical trial
and for emergency unblinding need not appear on
the label where the subject has been given a leaflet
or card which provides these details and has been
instructed to keep this in their possession at all
times.

27, RBRELARRICETIER. RUREKOER
BB OH QT EREDFEFTPERESIL, H5
EH AR RE ML B L E O h— R DR
ST hSEERES>TLALSIEREh TS
HI2BLTIE. SR LIZERTA2RETLL,

28, Particulars should appear in the official
fanguage(s) of the country in which the
investigational medicinal product is to be used, The
particulars listed in Article 26 should appear on the
immeadiate container and on the cuter packaging
(except for immediate containers in the cases
described in Articles 29 and 30). The requirements
with respect to the contents of the label on the
immediate container and outer packaging are
summarised in Table 1. Other languages may be
included.

28, FFMERBE L RBENMERShAEOARET
SBET AL, B 26T AR U - BEERBRILTE
ERBRUNEEICRTTHIE(EHIIT29, 30
T T 2BEER . EERHRRUNAEICEK
R HIERBARICELIERIIRIZEED-. D
EETOEHEEMLTEEL,

29. When the product is to be provided to the trial
subject or the person administering the medication
within a immaediate container together with outer
packaging that is intended to remain together, and
the outer packaging carries the particulars listed in
Paragraph 26, the following informaticn should be
included on the label of the immediate container {or
any sealed dosing device that contains the
immediate container):

29, HIEH, WBRERITAREZLE I 5ERIEE
FHiZ, oL V26 CHIEL-FHMAERERIAMNE
HINTOWAHBELEIMIB>TVWDERESRA
UTESh, —#ICBELTHELILITHE-2TNVDIE
BlE, UTICRIBEHEEERSSR L(RTEEER
g_%*a:;éﬁﬁu:&%ﬁwiﬁﬁﬁﬁ%ﬁ_t) 2SR IETR

a) name of sponsor, contract research organisation
ot investigatot;

a) JHERIKIAE | ERGMEEFRERERILIGER
EEET0> 4 Al
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b) pharmaceutical dosage form, route of
administration (may be excluded for ora! solid dose
forms), quantity of dosage units and in the case of
open label trials, the name/identifier and
strength/potency;

b) FIHs. R 5FH (EOBRHAITEERR) 3%
S5BEOE, A—TUBBROERICIAREDA
. SUREA Nl

c) batch and/or code number to identify the
contents and packaging operation;

o) ARESEZBATE A\ vFRU/RiFLa—F
BB

d} a trial reference code allowing identification of
the trial, site, investigator and sponsor if not given
elsewhere;

O BERRAA IS, ARG, AREMRC
SABIEE QWA £ TREICT HARRETI—F

e} the trial subject identification number/treatment
number and where relevant, the visit number.

o) WREBAES  ARES. GOTHTERE
7

30, If the immediate container takes the form of
blister packs or small units such as ampoules on
which the particulars required in Paragraph 26
cannot be displayed, outer packaging should be
provided bearing a label with those particulars. The
immediate container should nevertheless contain the
following: '

30. HLUERAEA AR —BEDOREELLMN
(FH0Lar 260 TERSWSHMBAS KT TER
WU TNDISGPSNBRBAERDIHE, ZR
BRICHABBRORTEITIC L TOHETY,
—REABICIFUTOERZET L,

a) name of sponsor, contract research organisation
ot investigator;

a) InBRIKIRE , ER MR AHERILGER
EEMDAHI

b} route of administration (may be excluded for oral
solid dose forms} and in the case of open label trials,
the name/identifier and strength/potency;

b) iR, 152 (R OBEREAICIERRSRD | &
BEGOE, A—TVHROESICITABREOS
BRI i

¢} batch and/or code number to identify the
contents and packaging operation;

o) AR EAEEBRITELAYFRU /X [Ia—F
'S

d) a trial reference code allowing identification of
the trial, site, investigator and sponsor if not given
elsewheres;

d) IZSBFHAEG S, ARG, RBREMED
BRREE ORI EZ AT HRBRRBEI—F

e} the trial subject identification number/treatment
number and where relevant, the visit number;

o) WEREMAES IDRMES, BUThILKRE
k)

31. Symbols or pictograms may be included to
clarify certain information mentioned above,
Additional information, warnings and/or handling

instructions may be displayedz.

31, EIRUT-153RERBEIZT A7-5HIZ, LRI (B2
5. FE)PBRXEOEHETIRRLTHEL, fho
1540, BERV/ RISIRD LOEEERSCL
AR CH D,

2 E.g. labels for cytotoxic products or for products
requiring special storage conditions

T2 MRS RS NMISICRERENEL
ARG,

32. For clinical trials with the characteristics the
following particulars should be added to the original
container but should not obscure the original
labelling:

32 JFAIEER TR, FTRISRI FMRSZTOR
F TORTHNONORILTIET, BT SHC
&

i) name of sponsor, contract research organisation
or investigator;

i) JAERikIE ., RERMAEBRTEE. BRE
IOEY |

ii) trial reference code allowing identification of the
trial site, investigater and trial subject.

i) SAERIBAT, JARERD, WEREDABROREER
RIS HEREEI—F
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33, If it becomes necessary to change the use-by
date, an additional labe! should be affixed to the
investigational medicinal product. This additional
label should state the new use—by date and repeat
the batch and repeat the batch number, It may be
superimposed on the old use-by date, but for quality
control reasons, not on the criginal batch number.
This operation should be performed at an
appropriately authorised manufacturing site.
However, when justified, it may be performed at the
investigational site by or under the supervision of
the clinical trial site pharmacist, or other health care
professional in accordance with national regulations.
Where this is not possible, it may be performed by
the clinical trial monitor(s) who should be
appropriately trained. The operation should be
performed in accordance with GMP principles,
specific and standard operating procedures and
under contract, if applicable, and should be checked
by a second person. This additional labelling should
be properly documented in both the trial
documentation and in the batch records.

3B LLERHREZE BT HNENHLSGFEICIL,
BMORFRERBEAUMTH L, COBMDE
TIZIEHULLMERBIRERRL A F RS TEERL
RRTDHIE MEERLEOEAN, TTO/NYTF
BEEQOLTEL IBERBRO LICERSCE, D
R EShE-MEBCERTL E, LML
FULEhBBEICHARBR CABRERER
BEBOZEFEIcLEM, RITTOEBTIC, BLL
(RO EREMRICL>TEORBHIEHESLE
BLTHi . ChAFageldE, MUHIHEFINE
SNT-ABE-A—EUBICE>TEBELTHEL,
COEZILGMPREL. SOPIZ#-T. BHBENT
(FBMUTHEA)TERESh, TLTHEEUS DA
W k->TREREN DTS, COBMETRIERILA
BXEEN\YFRREOMAICERICIFTH L,

QUALITY CONTROL

mEEE

34, As processes may not be standardised or fully
validated, testing tasks on more importance in
ensuring that each batch mests its specification.

3, RBEICRLITELERLEShTEST . B2
[T —hSRTNRNZEND FRDIAVFH
ZThHDRBISHEAL TV D EE R T H LT
BEELNIVERICLD,

35. Quality control should be performed in
accordance with the Product Specification File and
in accordance with the required information.
Verification of the effectiveness of blinding should
be performed and recorded.

3. RETEHIELEBERUVERIATHSER
EESFLTENT SO, BRIFONANTHof
CEDHEHIERLEERT DL,

36. Samples of each batch of investigational
medicinal product, including blinded product should
be retained for the required periods.

36 BRIESh-RIAZIVBREDOENVTFOY
PIWITONTIE, BEGHERESH L.

Reference sample: a sample of a batch of starting
material, packaging material, product contained in its
primary packaging or finished product which is
stored for the purpose of being analysed should the
need arise. Where stability permits, reference
samples from critical intermediate stages {e.g. those
jrequiring analytical testing and release)} or
intermediates, which are transported outside of the
manufacturer’ s control, should be kept.

S5

AMTEHTRESh TV AR, iy, —
HREEEELHE, RTBRAFZO\vFOHT
IWBRETHL, REMINRHLENIES. BER
RRERES (B, A AR UBFICHRELZLO) A
5, RIZEEEEOEETHIBET S0 REN
LNBERERET DL,

Retention sample: a sample of a packaged unit from
a batch of finished product for each packaging
run/trial period, It is stored for identification
purposes. For example, presentation, packaging,
labeling, leaflet, batch number, expiry date should
the need arise.

HRF&H:

B RDAEEE AR OBREZD I \vTFH
SOEEBEOY LTI, BRI BBOLHICRES
o, REIECTHAEL, 125, A%, SRILE
R, BT XE, N\ TFEE, SRR,

In many instances the reference and retantion
samples will be presented identically, i.e. as fully
packaged units. In such circumstances, reference
and retention samples may be regarded as
interchangeable.

5058 . BEERURARARC Ch5. T4
bb RELBRERE, ZOESHRIR T,
BERRURERELRTHEEHET LN T

(43
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Refersnce and retention samples of investigational
medicinal product, including blinded product should
be kept for at least two years after completion or
formal discontinuation of the last clinical trial in
which the batch was used, whichever period is the
longer.

BRLEN-HRZEURREOBERIUVER
fld, DAV FEERLURERDBBROSET AL
DL EL2EM, RITERGAPIE R DI EE24 M
OLThMhRVW O, RET DL,

. [Consideration should be given to keeping retention
samples until the clinical report has been prepared
to enable confirmation of product identity in the
event of, and as part of an investigation into
inconsistent trial results.

FELE-ABEREOAED—BELTRRELZEE
W T - ORBREEEERT HFT. AER
HRETREICODNTERTHL,

37. The storage location of Reference and Retention
samples should be defined in a Technical Agreement
between the sponsor and manufacturer{s) and
should allow timely access by the competent
authorities.

3. BERRUVRFHOEEEMIL. REELRE
EEMOBMEURO TEREL., HRICEHER DL
AUREEETHDI L,

The reference sample should be of sufficient size to
permit the carrying out, on, at least, two occasions,
of the full analytical controls on the batch in
accordance with the IMP dossier submitted for
authorisation to conduct the clinical trial.

SERMT, ABRERRTHHIZABIZIEHLE
IMPESEICH ST, I \wFORT R THHREBEED
g%{%:&:@%ﬁﬁﬂ‘éu‘.&bffé?%&f)I:BE%U%‘G‘

In the case of retention samples, it is acceptable to
store information related to the final packaging as
written or electronic records if such records provide
sufficient information. In the case of the latter, the
system should comply with the requirements of
Annex 11,

EESOBE, BREEICEETIEREFES
RISENSDRENTEDWIFREIRE T 56, &
FRILEHRELTRETLIEIBOLNS, hE
?i%f\ VAT LIET RO AN OEREIFHE -

RELEASE OF BATCHS

ISFY =

38. Release of investigational medicinal products
{see paragraph43) should not occur until after the
Authorised Person has certified that the relevant
requirements have been met (see paragraph 39),

38 SRERE DA (73 43508) 15, HETHE
EHEETLHERBIEHIES L (Y3395
M) EFEAEAHITTHF T, BELLEWLI L, (WE(C
LT HAHEFIIEBROE 3401252880

The Authorised Person should take into account the | 2EREZFRDIZERTIHL,
slements listed in paragraph 40 as appropriate.
39, [-]* 39, [ %

% This Section is specific to the EU GMP Guide
and has not been adopted by PIC/S.

* ARIBBIZEU-GMPICIRERGEHRTHY.
PIC/SELTIZIRRLTLVELY,

40. Assessment of each batch for certification prior
to release may include as appropriate:

40. HERTIDEAZERBO-HIEFINDE /Y
FORBIEBHBICHLUTOBELZEE,

*batch records, including control reports, in—process
test reports and release reports demonstrating
compliance with the product specification file, the
order, protocol and randomisation code, These
records should include all deviations or planned
changes, and any consequent additional checks or
tests, and should be completed and endorsed by the
staff authorised to do so according to the quality
system;

RERERE. TERKBREERUVHEHERKE,
e, AREREMEELEAATLD—FADESL
o EETRTHFHUEESL /A \VFiEsF. chod
RIS TATO®E., XIXETEMEEE, RUE
DOEOBMERERIIABEEEEHDLH L, D
DEBITREL AT AICH>THFHEENER
SHRBTLIL:

» production conditions;

BOESN

+ the validation status of facilities, processes and
methods;

BlR. TRERRUSHTED A T—La kiR

» examination of finished packs;

BRAZXLOHBEE
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= where relevant, the results of any analyses or
tests performed after importation;

‘AT DHGE BARICERSN S5 XITINER
BEDHR

= stability reports;

"RESREE

* the source and verification of conditiorns of
storage and shipment;

RERUVEAEGOIRBEARTRE

= audit reports concerning the quality system of
the manufacturer;

FAEEROREVATAICHYT AEERS

* Doscuments certifying that the manufacturer is
authorised to manufacture investigational medicinal
products or comparators for export by ths
appropriate authorities in the country of export;

BLEEE AR ICRAARE IR ILE
I HCLEMEEDOFENRITREBICETREBS
N CEERERY B3 E

* where relevant, regulatory requirements for
marketing authorisation, GMP standards applicable
and any official verification of GMP compliance;

BT A, AERGEAZOEHOTRLOE
z‘iig WHEL-GMPEAE R U GMPEAED A
FEBRE

* all other factors of which the QP is aware that
are relevant to the quality of the batch.

-HBFIEENBELTODS Y FOREICRDE
RBELTOSLREUADER,

The relevance of the above elements is affected by
the country of origin of the product, the
manufacturer, and the marketed status of the
product {with or without a marketing authorisation,
in the EU or in a third country) and its phase of
development.

LU BROEEELEREZORER, 3Ls

|EE. RROTRKE(EERERBEOHR,

EUMARISH=ZEM) EEDRFERIBICI>TRE
bl

The sponsor should ensure that the elements taken
inte account by the Authorised Person when
certifying the batch are consistent with the required
Information. See section 44, '

HEHEES N HEEELRITIEE . BREIWER
E—HLTWAILEZELTNAIEEARIKES
IT{REETHE, 279438088,

41, Where investigational medicinal products ars
manufactured and packaged at different sites under
the sunervision of different Authorised Persons,
recommendations should be followed as applicable.

U OBBRENELSTIERRD DR HF RS
DEBETTHE, AEINDLE, RHT BRI
FE&IcHESCE.

42, Where, permitted in accordance with local
regulations, packaging or labelling is carried out at
the investigator site by, or under the supervision of
a clinical trials pharmacist, or other health care
professional as allowed in those regulations, the
Authorised Person is not required to certify the
activity in question. The sponsor is nevertheless
responsible for ensuring that the activity is
adequately documented and carried out in
accordance with the principles of GMP and should
seek the advice of the Authorised Person in this
regard.

42 HHOEBEESTTIC, BEEERIEIRRE
EAVAREMO R CIARE N EEBRS O ZEBIET
IC&DHRUISFOEB Tz, HLILEBRICEA]
ShTLBERRICHED TROBEREREICLHT
EHehdeE HEEEESIWOLDEBFHE
BT HETEREShEN, — AT, ABRIKES
[Z1d, EFFBHAFEDNIXELEShCMPRBICE
BLTWAZLEHETAEENHY ., KEIZONT
HAEREEIZEDITRENSRERDDE,

SHIPPING

Blx
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43, Investigational medicinal products should remain
under the contro! of the Sponsor until after
completion of a two—step procedure: certification by
the Authorisad Person; and release following '
fulfilment of the relevant requirements. The
Sponsor should ensure that the details set out in
the clinical trial application and considered by the
Authorised Person are consistent withwhat is finally
accepted by the Competent Authorities, Suitable
arrangements to meet this requirement should be
established. In practical terms, this can best be
achieved through a change control process for the
Product Specification File and defined in a Technical
Agreement between the Authorised Person and the
Sponsor. Both steps should be recorded and
retained in the relevant trial files held by or on
behalf of the sponsor.

43 BREI 2RO R FIENET THETOHOH
[, BBREEEOSETTRELTR(E, A
EHEICLAHFHIE R UARKERCIAEEE
B AT RE R OHETHD, SBREICE
HEh - AR CH A FEEICRYRE SO 3R
M, BRMICURBICREBESW L BT HL
. RBMKIEEIIRAT S, COERBEER
o B EE R T Ao, BAMICESE, &
MG E R UH A ES L ARERESE ORI
RS THRESNE-EREERICE>CTEMINDLD
HPRLEL, 2BROBEICOVLTIL, ARIKRES
RIFRBAICKYBET SHRBI7MILRICEES
n,BET5HL,

44, Shipping of investigational products should be
conducted according to instructions given by or on
behalf of the sponsor in the shipping order.

44, AREOEE FEEARTICE DS ARIKES
_Ri?:l:%d){’t&/k!:ctof%iéhf: ARt THT
I,

45, De—coding arrangements should be available to
the appropriate responsible personne! before
investigational medicinal products are shipped to the
investigator site.

45. I—FRFEOIAS (L AREEIURBRERE RS
iﬁ«ﬁ%ﬁ%ﬂf%&ﬁﬂ!:li?ﬁ%/\“»%ﬁ&%ﬁ“ﬂFH'C%%)
T DI

46. A detailed inventory of the shipments made by
the manufacturer or importer should be maintained.
It should particularly mention the addressees’
identification.

46, BLEFEE R IWMARFICKUERShT-EXS
DHEMBSERETICE, BICERADEMNIZD
WTERETLIOL,

47, Transfers of investigational medicinal products
from one trial site to another should remain the
exception. Such transfers should be covered by
standard operating procedures. The product history
while outside of the control of the manufacturer,
through for example, trial monitoring reports and
records of storage conditions at the original trial site
should be reviewed as part of the assessment of the
product’s suitability for transfer and the advice of
the Authorised Person should be sought. The
product should be returned to the manufacturer, or
another authorised manufacturer for re—labelling, if
necessary, and certification by a Authorised Person,
Records should be retained and full traceability
ensured.

HABRBREE MDD BRBREFBET LI
AN LR ETH L. COBENESOPIZHES &,
BREAMNSEEOETHMNHIEE. TOER
3, PIZRBRE=A—RE O TOAREEER
WETOREEHRRIZEDE, BEREERETS
ZERBUMNESH DAL T DIBO—RELTHE
BTLHiE, FhHAEAEBICEDITRNARERD
Bl BERET, BRI EEEICKIEHO-HIZ,
MEERARIIMVECHIIOBTFIN-BET
BEABMNTEHE, SBBEEFL, FL—TEYT4
ERpIcET AL,

COMPLAINTS

L

48. The conclusions of any investigation carried out
in relation to a complaint which could arise from the
quality of the product should be discussed between
the manufacturer or importer and the sponsor (if
different). This should involve the Authorised Person
and those responsible for the relevant clinical trial in
order to assess any potential impact on the trial,
product development and on subjects.

18 AREOGEIECERMEL TRELE
WOAOTEERR, WEEEXIRALER
ABRIKEE (RA-TL 258 BICHET 52
L. COBHICIL, Bl HA5. ARV
B ICH T DR AN BT 5B M
BEELLBAROBEESBMT L,

REGCALLS AND RETURNS

LR &3

Recalls

[E14
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49. Procedures for retrieving investigational
medicinal products and documenting this retrieval
should be agreed by the sponsor, in collaboration
with the manufacturer or importer where different.
The investigator and monitor need to understand
their obligations under the retrieval procedure.

49, SRERED R EZORURIZ DT OXERIZE
TLEIEST, ST EFNITMAZEE (BT

BIERIDMAT REBRIREEICL>TEEShSD
& AREMEE 2B Y E I EIREETICEIT

BENFTNOERZERTILNELNDHS,

50. The Sponsor should ensure that the supplier of
any comparator or other medication to be usedin a
clinical trial has a system for communicating to the
Sponsor the need to recall any product supplied.

50 AR EMEN SN REX L BDERADE
4 A 8 ELIROD 2 B L CORBRIRES S8
T2 R T MRS TLALE BRI

Returns

T

51. Investigational medicinal products should be
returned on agreed conditions defined by the
sponsor, specified in approved written procedures.

51, AR, REShEFIREF IS Tl
DERKRE OG-SR TI-RLTES

52. Returned investigational medicinal products
should be clearly identified and stored in an ‘
appropriately controlled, dedicated area. Inventory
records of the returned medicinal products should
be kept.

52. AN ARESBREI R S, BYICE
BEINTOOERAREREATRETHI L EMR
ShaBEOEEBREAEE I L

DESTRUCTION

e 3

53. The Sponsor is responsible for the destruction
of unused and/or returned investigational medicinal
products. Investigational medicinal products should
therefore not be destroyed without prior written
authorisation by the Sponsor.

53 ABMKRAE 1L, REAR U/ LRGBS NIE
BREOCBIRLAICEIEET D, TOLDABERIK
EE%‘%J;%‘IT%-D’C%EELT:XC%UU:EE‘E%E’&F}'E%L
E &,

54, The delivered, used and recovered quantities of
product should be recorded, reconciled and verified
by or on behalf of the sponsor for each trial site and
each trial period. Destruction of unused
investigational medicinal products should be carried
out for a given trial site or a given trial period only
after any discrepancies have been investigated and
satisfactorily explained and the reconciliation has
been accepted. Recording of destruction operations
should be carried out in such a manner that all
operations may be accounted for, The records
should be kept by the Sponsor,

54, Elix, M, BIRShZAREDBR, &4D
mBEERERBELTAELONERNMIC, Bk
HREEEZFOREAN BB U HRLIRIET
BIé RFAAREORBAST, F—HOFE
ZHREL. BROWVWGREANSHY, IRTHERSh &
[CZLHTUEABREREESMBICALTIEY
SORBEIRMNICTEIET 528, REMNMEEDER
BRACONTIE, TR THEELERBTEIRETIT
LY, ZORRITBBIRERIHNIRET I L,

55. When destruction of investigational medicinal
products takes place a dated certificate of, or
receipt for destruction, should be provided to the
sponsor. These documents should clearly identify, or
allow traceability to, the batches and/or patient
numbers involved and the actual quantities
destroved.

55. SAEREERBENN T HMEE, B AUDREREL
SHAENLTORIEEFARKREE~EETS
CE. CMBOXEBIXFEAL/SYFRU /U
BRER. RURBROREZXEZHIEICHEA. B0
ZhL—HE )T 2 RET HIE,

TABLE 1. SUMMARY OF LABELLING DETAILS
(§26 to 30)

AL ERRFOOFEESD (2213226~30)

a) name, address and telephone number of the
sponsor, contract research organisation or
investigator (the main contact for information on the
product, clinical trial and emergency unblinding);

a) ASRIKIEE , ERRFERHZEHRE (CRO) X
(ZEBEAOAT, . BREESCARE. B
RURSFOERBROEERE)

b} pharmaceutical dosage form, route of
administration, quantity of dosage units, and in the
case of open trials, the name/identifier and
strength/potency;

b) Filltz, 5B, WERGOE, £—T R
%%é‘!:fiiﬁ%ﬁ%’é@% H HRENRUSE/ D

15 /17 R—T




¢) the batch and/or code number to identify the
contents and packaging operation,;

o) ABEBEEBAMTA-OHD /I \yFRU /R
a—F&ES

d) a trial reference code allowing identification of
the trial, site, investigator and sponsor if not given
elsewhere,

d) fBISEEBAVIVSS | JRBRIER . AREMRU
SBERIKIEEOBM EMRICT SRREEeI—1

e) the trial subject identification number / treatment
number and where relevant, the visit number,

o) PEREMAIES IRRES, FEERSCF-Pot

H#5

f) the name of the investigator (if not included in (a)
or (d)

D BREROLH (). OEEEhENES)

g) directions for use (reference may be made to a
leaflet or other explanatory document intended for
the trial subject or person administering the product

g) I8 5% (SRR MITEERE L e R EEA R
[CRESWERAXELOOSRBENSHED)

h) “for clinical trial use only” or similar wording;

h) GRERBICRS I XIS DFESSE

i} the storage conditions:

) RESEH

i} period of use (use~by date, expiry date or retest
date as applicable), in month/year format and in a
manner that avoids any ambiguity.

D EAEE (R RER. AR EBEITHET
BIEEE). B EHt. BRIEEET A1

k) “keep out of reach of children” except when the
product is for use in trials where the product is not
taken home by subjects.

D TREDFOEAGLETICB- LI DR, -
gt(,;agﬁ;%émsﬁﬁa%r:ﬁm%tsmu%am

GENERAL CASE — By — R TOIRILER
For both the primary and NaflEiERBomAIC
secondary packaging { § 26) TR (LPar26)
Particulars . ~
\ I
Ao k a‘to kIVH M EIF
PRIMARY PACKAGE —REE
Where primary and secondary — AL AN
packaging remain together bk ZhoT
a®b’cde a®b’cde

16 /17 R—




PRIMARY PACKAGE -
Blisters or small packaging units
(§30)°

6,78
abcde

—RE%
TJRA—EER T MaEar=vk
(& a230)°

7,8
a®h®cde

3 For closed blinded trials, the labelling should
include a statement indicating “placebo or
[name/identifier] + [strength/potency]”,

H3 HRERBICHLT, BRIZIET ISR 180 &
CABRERORN B REBRRUEE/HilijLERL
TWHRRREEH I8,

4. The address and telephone number of the main
contact for information on the product,

clinical trial and for emergency unblinding need not
appear on the label where the _

subject has been given a leaflet or card which
provides these details and has been

instructed to keep this in their possession at all
times (§ 27).

Ed RREL AR, AU RAROERIRO
1O TEEEOREFOBEEDIL, WRE N
RO MRS O —F DIREE BTV S, BT
[ZChbEEBE->TLS LSRN TNED

T SR EILRTT BBEIBL, (£233227)

5 When the outer packaging carries the particulars
listed in Article 26,

X5, A RER TS 6ICH B EN TSR
BEsDLE,

8. The address and telephons number of the main
contact for information on the product, clinical trial
and for emergency unblinding need not be included.

X6 Wn (ol IR BRRURRRO TR
ﬁid);:&’)wii%ﬁﬁ%ﬁ'éO)EF}f&%EE%%fié‘_&)éuZ\
Z(37al,

7 Route of administration may be excluded for oral
solid dose forms.

F7. B ERREECOBEEEOB BRI,

8 The pharmaceutical dosage form and quantity of
dosage units may be omitted.

I8 BERADAMRAUREBDBEITERT,

177171 _R=%




