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Ecteb it ADC B PDII?
Yto aengerca ADOC mig POII?

TpeooBanus k ADOC s
npousBoauTenct POII?

TpeooBanus k ADC s
n3zrorosureiieit POII?




Ipuiaoxkenue N 3
916 (77) IlpaBui HaaJIexKaIed NPOU3BOACTBEHHOM IPAKTUKH

OOnactet0  npuMeHeHus  lIpunoxeHuss — ABISACTCA  ACATEIBHOCTH
ITPOMBIIJICHHBIX MPOU3BOJCTB, SJACPHBIX LIEHTPOB, MHCTUTYTOB HU IIDT-
LIEHTPOB 110 MPOU3BOJACTBY:

paguodapMalieBTHIeCKUX JICKAPCTBEHHBIX CPEJCTB;

pagrnoapMalleBTUHYECKUX  JICKAPCTBEHHBIX  cpeactB it [IO0T
(HO3UTPOHHO-3MHUCCUOHHOKW TOMOTpadrn);

PaIHOAKTUBHBIX NpeaecTBEHHUKOB JIs1 IPOM3BOJICTBA
paauodapManeBTHYECKUX JEKAPCTBEHHbIX CPEACTB;

PATUOHYKJIMIHBIX TEHEPATOPOB.




b talla o Fakodh

916 (77) mpaBua HajaJeKanleid MPOU3BOJACTBEHHOM NPAKTHKH

Bun Hacrosiue I1paBuna Heo0xonumMo BLINOIHATEL TpeOoBanust riasa Il - 1V
IPOU3BOACTBA | HE PACOPOCTPAHSIIOTCA <*> Hacrosmux [Ipasun (OcnoBubIe TpedboBanus k ADC)
AcenTtrueckoe
. OO0pabortka,
POII, [Iponykuus peakropoB 1 | Xumudeckuii| Craguu IIPOU3BOACTBO UIH
ITPUTOTOBJICHUE
POII nua IIIT [IUKJIOTPOHOB CHHTE3 OYUCTKH (buHUIITHAS
JIO3UPOBaH.
CTEPUJIN3ALIUS
Pamnonykimuansie | IIpoayKuust peakTopoB U TexHosmornueckuit npoiecc (COoOpka KOJOHKH, FreHeparopa,
TEHEPATOPHI [IUKJIOTPOHOB 3apsijiKa reHeparopa)

<*> MHuIlIeHp U CUCTEMA TIEPEIaYM OT [IUKJIIOTPOHA K YCTAHOBKE CHUHTE3a
MOT'YT pacCMaTpyUBaThCs Kak nmepBasi craaus Npou3BOJACTBA
(papManeBTHYECKHUX CYOCTAHIIMIA.



https://cloud.consultant.ru/cloud/cgi/online.cgi?req=doc&base=LAW&n=191811&rnd=245023.2384317434&dst=101883&fld=134
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Ipuinoxenue N 3
916 (77) llpaBua HaaJexamen NPOU3BOACTBEHHOU IPAKTUKH

[IponszBogurens PPIl mosskeH MMETh ONUCAHUE TEXHOJIOTHUYECKOTO
porecca MpoOU3BOACTBA (papMaleBTUYECKOM CYOCTAHIIUU, TOTOBOTO
nekapctBeHHOTOo cpeacrBa (IJIC) wm  ykasarb, kakue TpeOOBaHUSA
Hacrosmux I[Ipasmn (rmaBa |l wom maa |V) pacopocrpasstoTcs Ha
Pa3JIMYHbIE TEXHOJIOTUYECKUE OIIEPALIHUH.



https://cloud.consultant.ru/cloud/cgi/online.cgi?req=doc&base=LAW&n=191811&rnd=245023.722422381&dst=100651&fld=134

f2
() @ 0
TATKHMEAP RATPETLA PAT FEABOH PHETER  WALENTA

The Rules Governing Medicinal Products in the European
Union Volume 4 EU Guidelines to GMP

Target and transfer system from cyclotron to synthesis rig may be
considered as the first step of active substance manufacture.

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 | or I11) applies
for the specific process/manufacturing steps.
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TATKHM EAP RAMPEMAPATE TegeaH FPHXTER = WALENTA

Strategies for clinical implementation and quality
management of Pet tracers International atomic energy
agency Vienna, 2009 IAEA

Active pharmaceutical ingredients (API) is purified substances used In
the preparation of PET tracers intended for administration to humans.
They should conform to API guidelines. Regular quality reviews of API
should be conducted with the objective of verifying their consistency.

The acceptance of the pharmaceutical precursor (main component, the
API) should be documented, and it should be ensured that the acceptance
criteria are followed rigorously.
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B Case Stucly: New Phammaceunic

Dr Franz Schonfeld

Regional GMP Inspectorate, Germany

Since 2007 he works for the centralised inspectorate for medicinal products of the government of upper
Bavaria. He is head of the experts working group 7 for API's and deputy head of the Radiopharmaceutical

expert working group at ZLG.

Hello Elena,

There is a table in Annexure 3 to EU GMP-Guidelines (htips://ec.europa.eu/health/documents/eudralex/vol-4 en)
that clearly states when GMP-requirements have to applied.

Every step that takes place outside of the Reactor, Cyclotron or Radionuclide Generator is considered to be at least APl manufacturing.

It starts with the chemical synthesis either in modules or by kits for which EU GMP-Guidelines — Part Il

(Basic requirements for active substances used as starting materials) are applicable. At least the final step (filling and/or final sterilization)
Is considered to be drug manufacturing and EU GMP-Guidelines — Part | (Basic Requirements for Medicinal Products) have to be applied.
Everything that is in between can be either considered to be APl or drug manufacturing.

This has to be discussed with the local competent authority if it is not already covered in the CTD of a marketing authorization.

Best regards
Franz



ADC HYXKHO BHOCHTH B PEECTp, €CIIM OHA HUJIeT Ha peaausanuio ( 61-O3 POD).

B coorsercTBun ¢ 61-O3 PO npu msrorosaenuu JIII wmcmoabsyrorca ADC,
BKJIIOYEeHHbIe B rocyrapcreeHnbiil peectp JIC. Ta xe nadopmarys ConepKUTcs B
[Ipukaze MunuctepcrBa 3apaBooxpaHeHuss PO ot 26 okrsaops 2015 roma Ne/51n
«Ob6 ymeepacoenuu npasuil U320mosieHus U OMnycKka 1eKapCcmeeHHblX npenapamos
0J151 MEOUYUHCKO20 NPUMEHEHUSY.

OT1cyrcTBYEeT TEpMUH U3roToBjJeHne ADC.

MeaMuMHCKHAE OPraHM3anvy He HajJdeJeHbl IOJHOMOYMSIMU TPOU3BOAUTH
(hapmaneBTHYECKHE CYOCTAHIIMM.

IIpy peructpanmum OJHOTO MW TOro k€ HauMmeHoBaHusi P®II, B rpade
dapmalieBTHUECCKas CyOCTaHIIMSI Yy OJAHUX Mpou3BoAuTeNer ykaszbiBaeTcss ADC, a 'y
JIPYTrUX MOCTaBJICH H]ID_IO‘IGPK. Takum 00pa3oM CKIIAABIBACTCS CUTyalUs, YTO YacCTh
npouspoautene P®OII ucronb3yroT TEepMHUH (hpapMmalieBTHUECKas Cy6)CTaHI_II/I}I, a
4acTh CYATAOT JAHHBIU TEPMUH HenpueMyeMbiM 111 POIIL.




b talla o Fakodh

B coorBerctBUM ¢ H
POJIIT xak u npyrue

[Ipontecc ADC + I'JIC 4yacTo HENPEPHIBHBIM.

Munumanenaeie pazmuus Mexay ADPC u [JIC
no CII.

OTCYyTCTBYET €IMHOE IIOHUMAHHUE, UYTO SIBISICTCS
ADOC POII. MHOrre npou3BOJUTEIN CUUTAOT
HEIPUEMJIEMBIM JIaHHBINM TEpMUH 111 POII.

I[Ipu  perucrpauun  IJIC  OgHOBpEMEHHO
ka3piBaTh A®C mnpu €IuHOM  Mpolecce.
HOCHUTL OTHEIILHO B PEECTp IJIA pealnu3aryvu

IIPY U3rOTOBJIEHUHU HA JIPYTOU TIJIOIIAIKE.

IIpu paspadorku PODOII npoBeputh 1mokasarenu
otrnenbHo ADC, uTto0bl yopars pucku s [JIC,

IPOLIECC IPOM3BO/ICTBA
C uMmeroT 3 cTaauu.

HO JUId pYyTHHHOIO  IIpoIiecca  OCTaBHTh
KPUTUYECKUE TOYKH, HaIpUMep, OOBEMHYIO
AKTUBHOCTb.

CoOTBETCTBEHHO Isi TmpousBopuresnen POII

HUYETO0 OCOOeHHO He MeHsgercss, Ho POII
IIPOU3BOISATCS o 00IIM 3aKOHaM
(hapMUHAYCTPUH. HenyxHo HCBOBOI[I/ITB
KOHTPOJIb  (IOJIHBIM  KOHTpoJdab) ADC npu

HENPEPHIBHOM IIPOIIECCe, OJHAKO HEOOXOAUMO
onpeaenutb 4to sABisiercss ADPC nnsa Bamrero
MTPOJIYKTA.

Bo3MOXXHO pa3paboTaTh CIHACOK MPENApaToB C
OYCHb KOPOTKHMM IEPUOAOM IOJypacmnaja,
HalpuMEpP, HECKOJIbKO MHUHYT. 1 KOTOpBIX HE
oynet BoiAcaAThCs craaus ADPC, oHM HE OyayT
MOAJICKATh PETUCTpAllMd W Pa3pElICHbl IS
M3TOTOBJICHUSI B MEAUIIMHCKUX OpPraHU3allUsX B
COOTBETCTBHUH C MPaBUIaMU U3rOTOBJICHUS.

Cblpbe,
npekypcop |
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