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* In the case of refention samples, it is acceptable
to store information related to the final
packaging as written or electronic records if such
records provide sufficient information. AR e 15
on > SIRA BAGRABENE BRA T 2iER
AT FHEE P FRELEER -

* In the case of reference samples, the system
should comply with the requirements of WHO
guidelines for computerized systems. ¥fH& kT
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Product specification files

* Product specification file(s)

» Reference file(s) containing all the information
necessary to draft the detailed written
instructions on processing, packaging,
labeling, quality control testing, batch release,
storage conditions and shipping.
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Manufacturing formulae and processing
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Labeling requirement for IMP

B PR FH S 75 AR Z N (5L )

7.21. Investigational products should be labeled in accordance with
relevant legislation or best practices. The label should contain
information such as:

the name, address and telephone number of the sponsor, contract
research organization or investigator;

the statement: "For clinical research use only";

a reference number indicative of the trial, site, investigator and sponsor,
if not given elsewhere;

a batch or code number;

the trial subject or patient identification number;

a reference to the directions for use;

information on storage conditions;

an expiry date, use-by date or re-test date (month and year);
a dosage form and route of administration;

the quantity of dosage units and, in the case of open trials, the
namef/identifier and strength/potency; and

the statement: “Keep out of reach of children”.
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DU H B AR JE B AT

« 7.29If 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 number.

» This labeling activity should be performed in
accordance with GMP principles, standard
operating procedures and should be checked
by a second person.

« This additional labeling should be recorded in
both the trial documentation and in the batch
records.
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+ “Overcoming operational challenges in autologous cell therapy
facilities”, Pharmaceutical Technology (July, 2020)
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JELFE(mix-up) B 5 2% (contamination - 3% (B F EEIH ¢
> B [AE T A E S IE)F (Preference for unidirectional
flows through the facility) / /s FEEEL E M EZE 7
5 (Segregation of viral vector preparation from other
operations) / 47 5ifE{E & (separate areas for
processing) / #FE g HIEZQC i fHI(in-process
testing from QC laboratory testing) / =& &% {i&E A&
F—E Y E L S JE [ (consideration for the risk of
product quality from multiple patient stations in a
common room)/ ....... o
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