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MANUFACTURE OF RADIOPHARMACEUTICALS BETEEELDEE
PRINCIPLE Al

The manufacture of radiopharmaceuticals should be
undertaken in accordance with the principles of Good
Manufacturing Practice for Medicinal Products Part [and II.
This annex specifically addresses some of the practices,
which may be specific for radiopharmaceuticals.
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Note i .Preparation of radiopharmaceuticals in
radiopharmacies(hospitals or certainpharmacies),using
Generators and Kits with a marketing authorisation or a
national licence,is not covered by this guideline,unless
covered by national requirement.
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Note ii .According to radiation protection regulations it
should be ensured that any medical exposure is under the
clinical responsibility of a practitioner. In diagnostic and
therapeutic nuclear medicine practices a medical physics
expert should be available.
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Note iii.This annex is also applicable to
radiopharmaceuticals used in clinical trials.

ﬁ%%l& RRABRTHEAYT IS EERAICLERS

Note iv.Transport of radiopharmaceuticals is regulated by
the International Atomic Energy Association (IAEA) and
radiation protection requirements.

METEESR GO #E (3, ERREF D JAEA) RO
MRBEEHRICIVRFISND,

Note V. It is recognised that there are acceptable
methods, other than those described in this annex, which
are capable of achieving the principles of Quality
Assurance. Other methods should be validated and provide
a level of Quality Assurance at least equivalent to those
set out in this annex.
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INTRODUCTION

FX

1.The manufacturing and handling of radiopharmaceuticals
is potentially hazardous. The level of risk depends in
particular upon the types of radiation, the energy of
radiation and the half-lives of radioactive isotopes.
Particular attention must be paid to the prevention of
cross—contamination, to the retention of radionuclide
contaminants, and to waste disposal.

LI EERDEERVERYEWNIEBEENICEIREE
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2.Due to short shelf-life of their radionuclides, some
radiopharmaceuticals may be released before completion
of all quality control tests. In this case, the exact and
detailed description of the whole release procedure
including the responsibilities of the involved personnel and
the continuous assessment of the effectiveness of the
quality assurance system is essential.
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3.This guideline is applicable to manufacturing procedures
employed by industrial manufacturers, Nuclear
Centres/Institutes and PET Centres for the production
and quality control of the following types of products:

SAHARSAUIE, TEMEGEEE . RFHhE 42—
HRUPETEVA—DLUTOHRENHSORERVLE
EEICHW A EFIEIERINS,

*Radiopharmaceuticals

*Positron Emitting (PET) Radiopharmaceuticals

*Radioactive Precursors for radiopharmaceutical
production

*Radionuclide Generators
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Type of manufachre Non-GMP* | GMP part 1| & | (Increasing) including reevant annexes
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Readionucids Generalors

ReactorCyciobron | Chamical | Purification
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Processng
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| | dispensig

ReactonCyciobon | Processing
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* Target and transfer system from cyclotron to synthesis
rig may be considered as the first step of active substance
manufacture
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4. The manufacturer of the final radiopharmaceutical should
describe and justify the steps for manufacture of the
active substance and the final medicinal product and which
GMP (part I or II) applies for the specific process /
manufacturing steps.
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5.Preparation of radiopharmaceuticals involves adherence
to regulations on radiation protection.

SIS ER MDA TIL., BAHRIFEICET DR H D
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6.Radiopharmaceuticals to be administered parenterally
should comply with sterility requirements for parenterals
and, where relevant, aseptic working conditions for the
manufacture of sterile medicinal products, which are
covered in PIC/S GMP Guide, Annex 1.

6.IEBROMICHEEINIMGTHEERERIL., IEFEOEF| D
BEMEGRUVZLUTISEEERERNEED-HDE
HiIEEHEESLEITAIEGESEL, Thib(EPIC/S
GMPHARSA> Annex DRI R TH 5B,

7.Specifications and quality control testing procedures for
the most commonly used radiopharmaceuticals are
specified in the European (or other relevant)
Pharmacopoeia or in the marketing authorisation.

TRLAASN OIS EERRORE RV S EEEHR
FIRIE., BN (RIFZDMDBERASN D) E/HFH XIFIRE
AAITHESND,

Clinical Trials

B PR EHBR

8. Radiopharmaceuticals intended for use in clinical trials
as investigational medicinal products should in addition be
produced in accordance with the principles in PIC/S GMP
Guide, Annex 13.

8. BB TARBRELLTHERATEDMSEEERIL.
B[Z.PIC/S GMPHAKS A2 . Annex13D R A [ZHE>THL
ELLZFNIEARSE,

QUALITY ASSURANCE

an B RAE

9. Quality assurance is of even greater importance in the
manufacture of radiopharmaceuticals because of their
particular characteristics, low volumes and in some
circumstances the need to administer the product before
testing is complete.

0. EHEERQICIHADIEADY, PEEET, 1§
AT TREABME TS AR NI ERE T HREN
HHW, BEHEEEROEEICS TIRRAERIAN LY
W>ESEETHD.
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10. As with all pharmaceuticals, the products must be well
protected against contamination and cross—contamination.
However, the environment and the operators must also be
protected against radiation. This means that the role of an
effective quality assurance system is of the utmost
importance.

10 2 THOERMBERLL HAXFERURFEMN ST
DITRELLE NGRS, R, RIBEERELRETR
MLRAELZITNITESREN, DFY BRHGRERIES R
TLDRETRENFLEETH S,

11. It is important that the data generated by the
monitoring of premises and processes are rigorously
recorded and evaluated as part of the release process.

1. BERVCIRBROE-RUTI2LYERSNETF—4
. HEHERRO—MEL THEISREELME 42
FEETH,

12. The principles of qualification and validation should be
applied to the manufacturing of radiopharmaceuticals and a
risk management approach should be used to determine
the extent of qualification/validation, focusing on a
combination of Good Manufacturing Practice and Radiation
Protection.

12 G EEROEECITERET@EEU/NN)T—3
VORBZEEALLZFNIEESHN, X, JRIITR—I A
Ubh%E . GMPRURESTHREFEDHEAEHEIZESEZLT
T B /N T—2 3> QOFEEORE IRV
hiEisiiuy,

PERSONNEL

A&

13. All manufacturing operations should be carried out
under the responsibility of personnel with additional
competence in radiation protection. Personnel involved in
production, analytical control and release of
radiopharmaceuticals should be appropriately trained in
radiopharmaceutical specific aspects of the quality
management system. The Authorised Person should have
the overall responsibility for release of the products.

13. EEEITE T, MR EDHREFEMELTHE-
TLWAREEDEEDO T TIOETNIEESLEL, ST
EEHOBEE PWEE, BRAAIRHEICHETHHE
Blf. MAMEERRZDRE IR AVMEGH| TR AIC
DNWTHEYLBEBTIEEZ TRITNELRSEN, A—YS5
AXRN=Y R BEROHFAICELTERMNEETEE
biFhIEESE,

14. All personnel (including those concerned with cleaning
and maintenance) employed in areas where radioactive
products are manufactured should receive additional
training adapted to this class of products..

14 WA MERGEEET IRETH ETORERE (FiF
ERURBRZICESETAIUNEBZET)E. CDIFAD
HAITHES L BNOHEINREZ (TR FNIEESE,

15. Where production facilities are shared with research
institutions, the research personnel must be adequately
trained in GMP regulations and the QA function must
review and approve the research activities to ensure that
they do not pose any hazard to the manufacturing of
radiopharmaceuticals.

15 BEREEMREREEELTLDIGE. EICED
5F(E. GMPIRRFIIZE W TEUGHBIEEZZITH0E
NHd. £-QAEM L. ARFHBZREL TEIEL. K
FFABSNEEEROEEICRILADBEELEZL LTS
W EERIELA T NIEAE S,

PREMISES AND EQUIPMENT

BYERURRE

General

EE L]

16. Radioactive products should be manufactured in
controlled (environmental and radioactive) areas. All
manufacturing steps should take place in self-contained
facilities dedicated to radiopharmaceuticals

16. METER R IE. BEEIh-BREMRUBETEEIZDULY
CORETEET DL, D TOEERRIL. RETTEESE
MERAOHLAHSN-ZETITOIZE,
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17. Measures should be established and implemented to
prevent crosscontamination from personnel, materials,
radionuclides etc. Closed or contained equipment should
be used whenever appropriate. Where open equipment is
used, or equipment is opened, precautions should be taken
to minimize the risk of contamination. The risk assessment
should demonstrate that the environmental cleanliness
level proposed is suitable for the type of product being
manufactured.

17. 66X B JBHMH ., REERELGRENCDRERETF
B9 B/ EEILT, EELATNIEESHN, RETIRE
[CIFEICFABREEXEHUAHEEZAVGTNIE
BV, ARREEZHERT 56 . RITEENFHKS
NTWDIGEIX. BROBENER/NRIZT H=HDF
BHiEBEZELLE T NS, YRVFHEZITL., IRES
NEREBEFREELANILA EESKA TV SEEREICEL
TWAIEEELA TN IFAESAN,

18. Access to the manufacturing areas should be via a
gowning area and should be restricted to authorised
personnel.

18, £EREADHAY (&, BRREEE> T, 8l
SN-EZBICRELATHIEESAL,

19. Workstations and their environment should be
monitored with respect to radioactivity, particulate and
microbiological quality as established during performance
qualification (PQ).

19. ERIGFT RV ENO DR (L, SRR MR F R U
AYOEIZREL T, tEREEREETE (PQ) THEIISh =N
BRIZLEN>TEZR DT LI FNIELESELY,

20. Preventive maintenance, calibration and qualification
programmes should be operated to ensure that all facilities
and equipment used in the manufacture of
radiopharmaceutical are suitable and qualified. These
activities should be carried out by competent personnel
and records and logs should be maintained.

20. PRERE . RIE ., ERMEETET 0D S LEITL, S
MEELMOEEICERAINSGETORBRUVEENEY
THYBRESN TS EERIELAB T NITIESMEN, O
N, FREGHEEN TV, BHERVBFERELLT
LOIESAT=YA AR

21. Precautions should be taken to avoid radioactive
contamination within the facility. Appropriate controls
should be in place to detect any radioactive contamination,
either directly through the use of radiation detectors or
indirectly through a swabbing routine.

21. RIBEADMSTREE R Z BT H-DICFHIEEZHELD
& MEHRRHBZEERALTEREMIC, RITTEHAGHR
EMYBREICKYREMIC, Ho HMHREERERET
BE=HISEYBREBETORTNIEELE,

22. Equipment should be constructed so that surfaces that
come into contact with the product are not reactive,
additive or absorptive so as to alter the quality of the
radiopharmaceutical.

22 WSHEERRDRENEEITHLEDLTNEIIC, &
mEEMT SREA RIS - 0 CRH) 14 - RIREE RS
BN BEZHELGZITNIEGSEN,

23. Re—circulation of air extracted from area where
radioactive products are handled should be avoided unless
justified. Air outlets should be designed to minimize
environmental contamination by radioactive particles and
gases and appropriate measures should be taken to
protect the controlled areas from particulate and microbial
contamination.

23 ZYMEMNRSNGVRY ., AR GEERYHKS X
MoPHSNI-ZERDBRIREE TR NIEGESE, 2
KU A SR F RUH R BRIFEFRER/N
BRIZT BEIERELATNITESRN, T, EHSN=K
HE ., A FRUMEMBRNRET BT ERE
E AW b (AT A AN

24. In order to contain radioactive particles, it may be
necessary for the air pressure to be lower where products
are exposed, compared with the surrounding areas.
However, it is still necessary to protect the product from
environmental contamination. This may be achieved by, for
example, using barrier technology or airlocks, acting as
pressure sinks.

24. IR FZFLIAH D=0, HmABRBIN TS
RiFDEREZ., BRIV HLECT ELELHDHIEE
A5, LAL, BRERBEFENRETHLLBET
BB, CNIFFIZIE, [IEDEEL THEES /T EIMA
I7AVOEFERINIEARETHSD.

Sterile Production

RENE
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25. Sterile radiopharmaceuticals may be divided into those,
which are manufactured aseptically, and those, which are
terminally sterilised. The facility should maintain the
appropriate level of environmental cleanliness for the type
of operation being performed. For manufacture of sterile
products the working zone where products or containers
may be exposed to the environment, the cleanliness
requirements should comply with the requirements
described in the PIC/S GMP Guide, Annex 1.

25 |MAMSNMEEERIE. BEMICEEINDGED L, &
BHICHREINDLDICHIET HEMTES, uxfftli TT
SEEMEICKHRC-BEBUELANILORE B REEHFLL
(ThiEEokhn, ERREGOEEICBLTE, & RPES
NRBICBRBEINDHEERB TIE., FREZEHH. PIC/S
GMPHARSA >, Annex1 [ZERE SN TLVSEHITESL
TWEFNIEESEL,

26. For manufacture of radiopharmaceuticals a risk
assessment may be applied to determine the appropriate
pressure differences, air flow direction and air quality.

26. MGTHEEESLOEEICEALTIEX, @UIEEE. [RIRD
7%)'5“\ EROBEERETH=HIC. VRV mEERATE

27. In case of use of closed and automated systems
(chemical synthesis, purification, on—line sterile filtration) a
grade C environment (usually “Hot—cell”) will be suitable.
Hot—cells should meet a high degree of air cleanliness, with
filtered feed air, when closed. Aseptic activities must be
carried out in a grade A area.

27. AR R U BEIES AT LEZEE R, BE., A251
VEREABE)EFERTHIEEX. JL—FCOIREGEE
TRyb)L) BEL TS, FAHRDZE. RybtILIE,
Lu ::FL’&%J@L I—IL _L/ﬁ/%r_ié;ﬁjl—g—u&o /n\iE’]
HIEEX, JU—FADQRE TIThREITIEESEEL,

28. Prior to the start of manufacturing, assembly of
sterilised equipment and consumables (tubing, sterilised

28. Eféﬁﬁt‘n‘ﬁ\ﬁlh BAXHTC.RBESN=EERVH
Fan (Fa—7 RE I/ E—, RESHITIE, BDS

filters and sterile closed and sealed vials to a sealed fluid |[Mf=/N\f 7L BHIN=-RAE) DAL TEITOY
path) must be performed under aseptic conditions ErHb,
DOCUMENTATION XE1t

29. All documents related to the manufacture of
radiopharmaceuticals should be prepared, reviewed,
approved and distributed according to written procedures.

29. MHAMEZEROLEEITRLIZETOXEF. XELSHh
T_FIILEI TREL ERL. BBEL, AL, BBALETNIER
BELY,

30. Specifications should be established and documented
for raw materials, labelling and packaging materials, critical
intermediates and the finished radiopharmaceutical.
Specifications should also be in place for any other critical
items used in the manufacturing process, such as process
aids, gaskets, sterile filtering kits, that could critically
impact on quality.

30. BEH. RRMABRUVBEME . EEDREIEK. RURKE
ST EERICRIBPEERTEL. XEILTHIE, F=.
BhEl, AR vk, ERABX VNI EDEETRRICHERS
NEZDOMDEELEM TCREICERGEEERITTE
NOHDHEIZIF, BREMICDONTERENETZAT
NIEHESE,

31. Acceptance criteria should be established for the
radiopharmaceutical including criteria for release and shelf
life specifications (examples: chemical identity of the
isotope, radioactive concentration, purity, and specific
activity).

31. HATEZER VAR DORISLE DRFTHEEREMIC
B OHERELTRELLGTNITGELE, (Bl RALED
PR R ER . AT EMEIRE ., MR, LEIRGETE)

32. Records of major equipment use, cleaning, sanitisation
or sterilisation and maintenance should show the product
name and batch number, where appropriate, in addition to
the date and time and signature for the persons involved in
these activities.

2. FELEEDFER. FiR. HE - RERUVRSFIZERD
FoERICIE, Elﬁ' Bl CNODEEZEIT oIS ENE
BITMAT,. ZETH5E8. BRaRUOVNESEFRHL
E(Tﬁli@b&b\

33. Records should be retained for at least 3 years unless
another timeframe is specified in national requirements.

33. AlDERIAEDEHTHREIN TULVELEY .,
SELERELGITNIELESAEL,

ERS4ES

PRODUCTION

i
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34. Production of different radioactive products in the
same working area (i.e. hotcell, LAF unit), at the same time
should be avoided in order to minimise the risk of cross—
contamination or mix—up.

34. RICEERE (FhybtIL, LAFAZYREE) TOEL S
TR MERFFCEE T S EE. RFELERDY
AO%EERINRIZT D=8 T T IEERSELN,

35. Special attention should be paid to validation including
validation of computerised systems which should be
carried out in accordance in compliance PIC/S GMP
Guide, Annex 11. New manufacturing processes should be
validated prospectively.

35. PIC/S GMPHARS A2 Annex11ZBFLTITORED
VEA—BIEVRTFLDN)T—30FEH T, N T—
AvITIEERNEEEF L DOBIT RS FLLOAE
EIRIE. TR\ T—a ERRLEITAIEESE
LY,

36. The critical parameters should normally be identified
before or during validation and the ranges necessary for
reproducible operation should be defined.

36. BE . /N\)T—IaviiXIIN)T—avEIIEER
/i’g_%—’i’éﬁiu BEMOHIEEICVELEFEELZIR
ETDHE,

37. Integrity testing of the membrane filter should be
performed for aseptically filled products, taking into
account the need for radiation protection and maintenance
of filter sterility.

37. MAMICHE TASNAEMIC OV TIL, BTIRIE X
VIV —DERAEDRIFOLERZERLT. A2TL
274 E—DEERABRETORTNIEESEN,

38. Due to radiation exposure it is accepted that most of
the labelling of the direct container, is done prior to
manufacturing. Sterile empty closed vials may be labelled
with partial information prior to filling providing that this
procedure does not compromise sterility or prevent visual
control of the filled vial.

38. TR A D ST EEBRDINI T DKRF
ZEERICITICENHTBRINTIND, RTARDNAT
IVOBEBEEMETLEEY., BREBZHIFYLLEWNES
(F. FRIEATDOZEDEEARAHE/ N7 ILIZ, BTG IEHRE
RIRTED,

QUALITY CONTROL

[

mEEHE

39. Some radiopharmaceuticals may have to be distributed
and used on the basis of an assessment of batch
documentation and before all chemical and microbiology
tests have been completed.

39. —ERDMETEEER L. £ TOILFM - MAEMFHH
ERAVSE T 9 AR, OV XEDFHEIZE DT, @R
WERALLZTFNIEGSHRNEA B S,

Radiopharmaceutical product release may be carried out in
two or more stages, before and after full analytical testing:

BAMEERBOHAASHEX. ETOIHHEBROAIE
BRTUTD2OLULDERBEICEIYITISENTES,

a) Assessment by a designated person of batch processing
records, which should cover production conditions and
analytical testing performed thus far, before allowing
transportation of the radiopharmaceutical under quarantine
status to the clinical department.

a) BBt R E K RE CRRIRERPI ~ i gt B2 &8k 9 R
D IBESN=BIZKD/\yFEEFLEFEOFTE, /v F &
EERIT. NEEHERVIOBRETIZTONES R
ERICDWVTERE LA T NI ASELY,

b) Assessment of the final analytical data, ensuring all
deviations from normal procedures are documented,
justified and appropriately released prior to documented
certification by the Authorised Person. Where certain test
results are not available before use of the product, the
Authorised Person should conditionally certify the product
before it is used and should finally certify the product after
all the test results are obtained.

b) A—YFAXRN—Y AN ETIHHT HHID . BED
FIEMN-D@GE AN ETERESN, ESbSh, BY)IH A
AIBHIESNTNHEERIET S, REDTT—H2DF
i, HAEDOEAIKFEDRRERAAFTELGG
B ERRNCA—YSAXRNR—Y (&G TETHRE
REIL. £ TORBRERATON THLRBERMEHITER
HI{O ANy g (AECACY (AR
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40. Most radiopharmaceuticals are intended for use within
a short time and the period of validity with regard to the
radioactive shelf-life, must be clearly stated.

40. R¥OMAMERMIIEHMICERAT S EEERL
THEY. MEREDBE M I 2R S HAME BRI
ETDIBENHD,

41. Radiopharmaceuticals having radionuclides with long
half-lives should be tested to show, that they meet all
relevant acceptance criteria before release and
certification by the Authorised Person.

M. FHEORWVRSIEZEZ SO RSTEERERL.
F—IFAXRN—=Y (kB HEFRIEHIE. RUGIAE
RO, BAEL-2TOHERELX BT LR
TRSEITFNIXESEL,

42. Before testing is performed samples can be stored to
allow sufficient radioactivity decay. All tests including the
sterility test should be performed as soon as possible.

42. RERERERIIC, YO TIWERELTH R ITHRETREZE R
TIEAIENTES, BERHBRLGEDETORAERIL, TS
BIETRLATOHRITNIXESELY,

43. A written procedure detailing the assessment of
production and analytical data, which should be considered
before the batch is dispatched, should be established.

43 OUMEHETS BRIICE BT RS, WERUAHT—F
OFHE DML R FIREEHELE T RIEESE,

44. Products that fail to meet acceptance criteria should
be rejected. If the material is reprocessed, pre—established
procedures should be followed and the finished product
should meet acceptance criteria before release. Returned
products may not be reprocessed and must be stored as
radioactive waste.

44, FIERELBI-SEM SR AETERELGETNIE
BoEN, CORMMNBAEINDEEIL, FRICEDT=
FIRIZHEL, BRI BHIERTICREE MO E R EE
=9 &L NIEELEN, RESN-HATEMIS
*L;‘JL\‘G%%i FOTHESTIERZENELTREL ITNITR
6 d:ll\O

45. A procedure should also describe the measures to be
taken by Authorised Person if unsatisfactory test results
(Out-of-Specification) are obtained after dispatch and
before expiry. Such events should be investigated to
include the relevant corrective and preventative actions
taken to prevent future events. This process must be
documented.

45. FBEIZ. BoE® .. AHARATICHABRERAFREN &

BB B4 —VSAXRIN—Y U N EBREX LEFEEHL
BITNIEESEN, COXIEIEE., AEEITL. SEDME
BOEREEFIHTI-ODOREHRERVFHEEZTED
BHFHNIEESEN, COBPBIEXERLZITNIELZESLEL,

46. Information should be given to the clinical responsible
persons, if necessary. To facilitate this, a traceability
system should be implemented for radiopharmaceuticals.

46. BEICIKLT, HmEFERAL-ER#EOTREEICE
WERB T I L ChERET S0 MFAEERGIC
[FrL—HEYTA DI RAT LEEFTLEITNIEESEL,

47. A system to verify the quality of starting materials
should be in place. Supplier approval should include an
evaluation that provides adequate assurance that the
material consistently meets specifications. The starting
materials, packaging materials and critical process aids
should be purchased from approved suppliers.

47 HERHOMBEEHER T AV ATLEHRELG T NIL
BoIE, HIEREDERRETIB AT, FH B
[CHRARICE AT HELNSETBYNRIETEDMNELDR
[SDWTEHE LA (T TESE, R R, BEA R,
E;Eﬁiﬂ)]ﬁlﬂis ABEIN-HIEEENSBALLG T NEA
BIELY,

REFERENCE AND RETENTION SAMPLES

SEMRURER

48. For radiopharmaceuticals sufficient samples of each
batch of bulk formulated product should be retained for at
least six months after expiry of the finished medicinal
product unless otherwise justified through risk
management.

48. MSTHEERMICRLTIE, YRV EEICKYEHESh
TWREWLRY . NLIBAOED YR DE+RGEHUTIL
. R OERYIR%KeH A ULRELZ TGS

20N,

49. Samples of starting materials, other than solvents
gases or water used in the manufacturing process should
be retained for at least two years after the release of the
product. That period may be shortened if the period of
stability of the material as indicated in the relevant
specification is shorter.

49. £ E TR THEASNIBE, HROKUSND HFEFEH
DHUTILIE, BaEEHFR2ELU ERELGETNIEGSE
WY BEELRIZIRENTOSME DR EARMNEL S
Al REHMZEEETES,
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50. Other conditions may be defined by agreement with the
competent authority, for the sampling and retaining of
starting materials and products manufactured individually
or in small quantities or when their storage could raise
special problems.

50. fERIICEEINIZIGE . VEXESNGE. XIEZ
NoDYUTILDOREIZKVENLZENELSDHE
T, EEERHRVESOREZERRVOREIZTDOVT.
ELHREDEEICKY. AIDEHEEDNHDIENTED,

DISTRIBUTION

e}

51. Distribution of the finished product under controlled
conditions, before all appropriate test results are available,
is acceptable for radiopharmaceuticals, providing the
product is not administered by the receiving institute until
satisfactory test results has been received and assessed
by a designated person.

51 it B9 DRBRIBERARESN, FEESNI=EATET
BET.HBERITANRENBBEZRELENVGS

[T, £ TOBELGHBBERNFONDANC, EEEN=F
gg;ﬁ&%ﬂ‘il’éé%:ﬁ:@%fﬁ’é%:ﬁawﬁﬂﬁéﬁ'}:&ﬁ%@

GLOSSARY

FEE

Preparation: handling and radiolabelling of kits with
radionuclide eluted from generators or radioactive
precursors within a hospital. Kits, generators and
precursors should have a marketing authorisation or a
national licence.

R FEREADD TR —2 O RTER AN DB L 1=
METERZEEZFERALE, YO IY RO RO RESHRS,

Fob, DRL—FRURTERAIL . BRFTEF AT RZE D EF

AIZRIT-tDTHAHE,

Manufacturing: production, quality control and release and
delivery of radiopharmaceuticals from the active substance
and starting materials.

EE AT ROCHERBMOOBSEERRZOHR
E. RETE HERVRE

Hot—cells: shielded workstations for manufacture and
handling of radioactive materials. Hot—cells are not
necessarily designed as an isolator.

Rybt L EHEYE O A E R UERYIRL D=0 D&k
SNV —HORT—ar, RybEILIERBTLETAYL—
A—ELLTEHREFESN TS hITTIHALY,

Authorised person: Person recognised by the authority as
having the necessary basics cientific and technical
background and experience.
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