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

o) AREAEZHIT OO NVF RV /X
3—?*%’7

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

yagﬁﬁeiﬁ%wsﬁzﬂ)ﬂ‘gkﬁ,asﬁﬁagz—

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

%L&ﬁﬁ%éﬁﬁﬂ%%/iéﬁ%%. HETHHEER

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

or (d));

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);

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

b) pharmaceutical dosage form, route of
administration (may be excluded for oral solid dose
forms), quantity of dosage units and in the case of
open label trials, the name/identifier and
strength/potency;

b) FifZ. R EEE (EOERAF IR &
SBREOR. A—TUBBROBEICITARENS
SR S

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

% @@&@%E%&EU TEHN\YFRUY ./ RIET—F
=1

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

o) BISEBAGOEE BRI E, RBEME U
SRBRKIRE QBB ETREICT HARBEI—F

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

o) WERHHA BEBRER BT hITkRE

=

i) the storage conditions;

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

i) 5 FEAR (AR . BRI UIMEISHCT
BHEBE). B ER, BERSEERTHBHX

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 IFEOFOBMNVBRICE(CLIORH, =
g}%’sﬁﬁﬁ%m%ﬁ%b‘ﬁ%l ELRLENMESR

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.

7 RBREEARICETHRR. RURSROER
FRO-ODEEREDEFCBEESE, R
LR ERE R USRI R Oh—F D RE
2 ThOEBHE-> TS LI ERIEINTLNSS
BIZBWTE SNV EERTRTHBERAN,

28. Particulars should appear in the official
language(s) of the country in which the
investigational medicinal product is to be used. The
particulars listed in Article 26 should appear on the
immediate container and on the outer 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.

. SRER S
BT EIL, ﬂbza/mu‘J%L%—#%&mﬂiE
BRBRUNBEICRFTHE (Y329, 30
THRBTHHEER) . EEEHRRUNSEICR
TFTADRBARICHLIERERICELDI -, thD
BEETORWEEMLTEEL,

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

29 WG A MR E X ITEBREEZRETOERIES
FIZ, B023 26 CHB L F# TR R NG
HEhTWAABELEIYMIB>TVSEEERA
YTESh, —HICRELTECECTo TS
Bl UTICRTEREFESESH L (REEESSH
;{%tfﬁu:?ﬁ%mwgﬁﬁiﬁ.t)l:i/*‘)bﬁiv

a) name of sponsor, contract research organisation

or investigator;

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. LLERSENTUYRS—BEOREELLENY
3402326 TERSN D FHMRBAN TR TEY
WPUT I DESNSNEERERESGDIGEE, 2R
BEICHEMBRBAORFETSE, TOHETE,
—REBFITFLUTOEBEFELIL,

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

EREEE EXRRRERT BRI
IZEM)‘&‘T

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) B, HE R (O ERERICIERA ) 3 |
SEHOR, A —TURBROBEITERENS
o BB S

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

TESRYF RV XEI~F

o) ABLaE
% =

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

d) BIZEEEA TGS, /nﬁﬁﬁa& BREMES |
ABREKEE ORI EARICT HABREBEI—F

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

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

3. ERUEEREHRICT 5. SoRIL (R
B, BB PRXFOEHETIRRLTELL, 1D
158, BERU NZRELEOZFEERTICE
HERETH S,

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

2 MREENSROEREIGREERELEL
THRERRE,

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 FHILBR T, FRISR T HMRBETOR
B, TORFANONDEIUHET. BMYT S

°

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

ARREE . EELARER RN AR
Bﬂiw% Ll

ii) trial reference code allowing identification of the

trial site, investigator and trial subject.

iV AERIE R CEREE . BB OBROREE A

EI2T HABRBEI—F

Eﬁd)%“f
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33. If it becomes necessary to change the use—by
date, an additional label 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 original 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 shouid 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.

33 HUERBREEE T ILENHDIESIZIE,
BMDRFRERREAMATEL, COBMOE
FICIEHLMERBBERRL Ay FESEREL
BRTHIE, RETHEOEHEMND, TO/NVF
EEQLTH BERBREOLIZERDIE, O
FRBRESN-SEIBRTTERT 528, LiL
EHESNDGEIZE RBRERTRRERER
RO IEFIERIZ LB, RITFDEBTFIZ, HLL
IO EREMRICE > TEDERHIZESTLE
ML THKLY, ChATE Rl E B F N
SNIAREDA—EEF(CIH>TEBLTELL,
COERZGMPEE], SOPIZHE-T, EREZYT
(HNTHER) TEESN., TLTHEELSN DA
MIZEH>THRINDIE, COBMBRIEELA
BRXELN\YFREOTAICERICRBTHE,

Reference 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.

BRIESNEHGESUERENDSERR VAT
fld, FDN\UFEFERALEREDOAROET M
DI EL2ER. RUTERG Ak A7 EL24EH
DUThARNAOHMH. RETHIE,

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.

= EHE
BT o1 DRBHERE RS FET. RHE
ERES AL DN TR Bk,

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. BERRUERROEESMIE. KBS CE|
EEMOBMIRO TERL, BRIS&PHIEOIL
AYATRETHEI &,

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.

SERIE ABREERET A-OICLBICTIRELE

IMPEHEIZH-T. Ny F DI RTOLITREED

g(tﬂkx:@%ﬁﬁ?‘é:&hff%éxil:?ﬁﬁtiif
5&,

QUALITY CONTROL

mEEE

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

34 B8R
(8 T R TN LA, &2 01 S F 5%
B N IC=RY Yag s iy
BHEANLYEEISE,

RELEIERLINTEST. 8

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.

35, REEEINSREERUERINL TSR
FHFLTCERT L, FRITONEM TH1-
CEDRELIERBLESRTHE,

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.

RESOSE, RRAKICHET SRHREFEE
RIFFILOERNRTIMGERERLETLEE. 8
FHGRFELTRETHILEROOND, BE
?i%f, VAT LFTRYIA N OEREEEH

RELEASE OF BATCHS

RYFYY—2

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

36. ERILENEREESUBREOE\VvFOY
AT DOWTIE RELGHRBRETHIL,

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).
The Authorised Person should take into account the
elements listed in paragraph 40 as appropriate.

ENEET HERBEICES LIz (2923398
B AIBREERTIDIET. BELAEWLI L, BEIC
BLT) HEHER IXBRABO I a0 FESh
BERERNICEETEHIE,

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

SER:

SFEMTRESNTOIHERRE, G, —
ROFEEFEOCUR. REBRBUION\vFOYLT
BB ETHD, REMISRBOHENHIHES, EEH
FEMAERES (0, DT HBRBR P HFICHELLO) A
5. RITHEEEOEETIIBET SHEEN

39. [ ]*

L

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

* AIEE (XEU-GMPIZREZEHTHY.
PIC/SELTITEALTLEL,

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

40. HETRTDEHERIGDDISERESN D8Ny
FOFHIBEISELUTOREEET,

requiring analytical testing and release) or LNBEREFRETHEL,
intermediates, which are transported outside of the

manufacturer’ s control, should be kept.

Retention sample: a sample of a packaged unit from 1%??&'1:

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.

BROAEMER ARHHOREAROAVFH
SOBEEGOY LTIV, BRI BHOTOHIZRES
Nhe, BEISHECTHZEL, 77, 8%, SNLE
R BAXE, NVFEE. ERHE.

~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;

R AREREELEEL LI F~DBESL
o EE TR HAHEE S G/ Ny FiEH. Shioh
BRICIETATOBRE ., VSFHEMLTER. RUE
DROEMER R THBRRELZSHDHTE, Th
DEREFEREL AT LIZHES>THEHIEEASER
e EKETHIL

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

2{DBE. BERRURERIIFELTHES, T4
Hb. TEURREEEL, ZTOLIGRR TR,
SERRVRFRBIERTHDIEAGT ENTE

°

- production conditions;

BLE S

« the validation status of facilities, processes and
methods;

+ examination of finished packs;

-RRARROHBERE
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+ where relevant, the results of any analyses or
tests performed after importation;

"L THEE . MARICERN ST XEHR
Fﬁﬁd),ﬁ%

» stability reports;

REEHsE

« the source and verification of conditions of
storage and shipment;

b‘%‘é‘&uﬁﬁﬁ%#@m&c‘:ﬁnﬁ*ﬁﬁ

« audit reports concerning the quality system of
the manufacturer;

HEEEDRELATLICHTAERRE

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

EEEEAREICRSRREX
THEERHEE OB RSB
NCEETBHTAXE

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

*%Iﬁ )@ﬁLLGMPE-%&UGMPﬁ TfEO)"‘t
Bk

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

-HEHEENBEL LA/ UFOREICERSE
BELTWA RSN DESE,

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.

ERl-EROBEEEREZORER. B8
5, HROTRKRE (WERTEREBEOHE.
EURANXEEZEA) LT DRFERMEICL-TRE
#5115,

43. Investigational medicinal products should remain |43

under the control of the Sponsor until after
completion of a two—step procedure: certification by
the Authorised 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.

AR 2B OHFFIRNE T T 5 TOH
M EREEEOERTTRELTE{IE, HfH
EEICLOHEHIER ARKEE CLHEER
BT SRERBF RSB DB TH D, AREITFRE
HEN-HERUCETEESICLYBRESNI#E
A BRI BICRESh RS —RT L
T CAREBEIIRIEYT S, COBREBIFEEH
OB EERILY 5oL, BAMITESE, B
IR E RO HFHEE SARERE O BiTtg
RO THESNEEREERICI>TERSN DD
A BBEL, 2BRFED BT DUV TIE. ABRKES
RUITHRBANIZKYBEES BARBRT7 L RIZFRERS
n O RETHIEL,

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

RBRRORE IEEERICE S ARKES
mi%mt@u ZEOTEALNEERICH>TIT
Do

45. De-coding arrangements should be available to
the appropriate responsible personnel before
investigational medicinal products are shipped to the
investigator site.

45, —FRBREOIRD (L AREA AR E R
iﬂf\%ﬁ%}étéﬁmzl;t%é&éﬁﬁ‘%‘bfﬂ%‘@%
51295,

The sponsor should ensure that the elements taken
into account by the Authorised Person when
certifying the batch are consistent with the required |/
information. See section 44.

R EESEFHEETOEE ERShEH
E—BLTVAIEEZEBLTNA LT RRIKES
FRETDIE, £ a3,

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

ABEARL- R DR EES
GJK’E"F'C%u% AEINDEE, BT IHSIC
[FEEIZRES e,

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.

2. BHOFERFAETTIC. BEEENTERTE
EACRREMO NS CAREREFSEOERIN
IZEBMRITFOEBTFIC, BELULEES T
ERTVNBHENICBVTHOEREERICEST
EiiashbeE HREEENINOOEETHE
BT DIEEERShAEWN, — AT, RRIRESR
I2lE. ERFEBAE T X B SN GMPE B (ZE
BLTWAIEERZETHHEENHY . AHFIZONT
HEBREFICLDITRNSRERDBL,

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

46 BLEEE RTHMAZFICEUERENI-ELER
DFHMEFERET I BITERAOEMIZD
WTEHTHIL,

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.

SN LMDRENBREEBH T 5oL
(Iﬁlﬂﬂ’]&#“%‘cﬁéu COBHIESOPIZHEIE,

ABRENLEXFOEBNMHIGS. TOBRE
li BI% 1S ARE= 4 — IR E Ot D AR IEER
BECOREEERBRCEIE, ABREEBHTD
CEMNBUMNE SN DOFFEE T BRO—BRELTHE
BT E FHFMBRETICESTEASIRERD
B&, RIS, HEEERICLSABPOLDHIC,
HEEEXIPDECHNITMROBASN-BERF
EENEHYHIE BEEREFL. FL—YEUT
ERDIERTEIL,

COMPLAINTS

%1‘%‘

SHIPPING

B

18/ 17 R

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.

BREORECES(ERBICHELTRELE |
L‘(?f)‘d)uﬁ]ﬁ‘ﬁt%[i BERERITWMAEER
WABRKREER (RE-TW A8 BITHET 5
&, COWMEICIE, BET SRR, BARERUE
BEICHT HRERMGEEL T 5B THE
BEEFLHHAROBEENSMT L,

RECALLS AND RETURNS

[ER &R &R

Recalls

=
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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 SEREQEIREZOERIZOVNWTOXELITE
THFIEE L., EEERITMAESE (BT
SE)ORAT. ARIKEEICL>TERShES
& RBEMETE 4B R F EENEETICH T
BENTNORBEERTOILENH D,

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

c) W%&@aﬁ"&nﬁﬁﬂlﬁ’éf—&)wl WwFRTSXIE
a—F

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

50. JEERIZE SN Hxt BB X T th D EEE S O#
HRENEKEROMHERICELTCARKESITE
RCEDVRATLEE>TWSILE ., BRIKER L
HRTDHIL,

Returns

i.’i_ﬂﬂ

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

d) BICERBAZE S AR, /ﬁﬁ‘)ﬁ[igrﬁ&lﬂ
SRERKIRE ORAD ETREIST HRRES

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

% BEREWIES SEHES . RETIHAER
w7

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

) ABREROEH (). (DHEIIEEALGNES)

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

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, SEHE AR (S BIRE I B

51 AERERIL. Ko = IR S Pl RS Tl
6_?@{3@%‘0)%&)7"’5: BEETIZBVLWTEST

LRlSh . EEIISE |
HENTOSERRERBANTREYH2&, B
ShiARECEEBRERETHIL,

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 B5 A (CEERINGENLAREEEER
IZBEEN R ECROHRENSES)

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

0 CARRAICRSINGENOEEEE

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.

) 1 AR (BE R IR M RISECT
BHRE). B/ SR BRIZERTHHX

DESTRUCTION

B3

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.

3 AREKEEE. REARVY/DRGESATE
BEOHIBLNEEEE TS, TOTHARK
iﬁ%ﬂlﬁ%afﬁt%ﬁbf:ﬁ%@u:iﬁ%ﬁ%%rﬁ%ﬁb
RPN

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
shouid be kept by the Sponsor.

54 Bk, A, ANEhABRREORIX. &40
SABREEERRELThThORBNNIC, AR
HIEE T FORBANCRUIRE RIS
BlE REFAREORBLL L. F—HOHE
EREL. BROVGHEBENHY ., IHHEIN 1%
IZECH THEAREEEREEICA TS
SRR NICTERT AL, BELSEENT
BRSOV, TR TOEEERPATEDHETIT
W TORBILARREENRET 2L,

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
destroyed.

AREEREASTOEE, AFAYOBEEL
"'IBE§Xli%wmbﬁﬁanﬁfﬁﬁﬁﬁ"\&&?‘é
& CNEDXEFFEALI S FRU XITH
BREH. RUEBROREERECHREICHET,
FL—HEUTAERRT AL,

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.

© IFROFOEAEERICEE DR, 1= |
g(5&5&%%*&5&%fﬁE%l:ﬁ%ﬁ%tﬁb\%%ﬁ

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

SRLRFEMOEED (5T 3226~30)

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);

AREREE . ERESR B2 (CRO) X
Sﬁ!"égﬁi@%ﬁ\ 7T, BEEES CAIRE. AR
&U%%E—*f@ REIR O EZHE %)

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) B, REEKR. BEREEOR. F— T RE
?%ﬁl:(ii{as&%w%%/ﬂ&%ﬁi%ﬂ&d’é‘i/h
i
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GENERAL CASE — BT — X TOSNILTRTR
For both the primary and SR LEERBROMEAIC
secondary packaging ( § 26) R (2Ua226)
Particulars ‘o ki DEEIE
a‘tok ato >
PRIMARY PACKAGE —RBE
Where primary and secondary —REZERVRBEMN
packaging remain together EyMIioT
a®b’cde a’b’cde
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PRIMARY PACKAGE
Blisters or small packaging units
(§30°

a*bPcde

—RaE
JYRs—BEXIMEEI =Y
(&4 3307

6,78
a b cde

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

ES. BRI LT, RoRICEI TSR 1800 &
DRREOA / MRESRUEE/ DBILHRL
TWBRidEEL s,

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).

4 ABRELABER. RURZROTRHEZO
OO EBREDEFROBERS L. HERENE
RO /DM OA—FDRBERT TS, W
ISCNBEERFO TS LIRS TLSD

TNV EIZRTRI BBEREL, (B72av2])

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

XS AAEA I I 261 FIFESN TN DR
BEELLEE,

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

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

F7. RERBIROOBEFERS OBEERI .,

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