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Arachis hypogaea

TeXVIKOG PAKEAOG/PAKEAOG TINYWV. Agv g{val EMKUVPWHEVN Hovoypaela MOPACKELAG KL DEV MPOOUETPATAL
oTLC 261 povoypagiec.

Technical/source dossier. Not a validated compounding monograph and not counted among the 261
monographs.

To vndpyov TeXVIKO mapddetyua afloAoyeltal we LMO AVATTLEN evatwpnua. H BLBALoypapia KAWLKAG
avoooBepaneiog dev anodelkviel moldTnTa 1| SLdPKELX TOU CUYKEKPLEVOU TOTILKOU TIPoiévTOoG.

The existing technical example is assessed as a suspension under development. Clinical immunotherapy
literature does not establish quality or dating of this local product.

“YAn kai Baon mepLekTikOTNTAG / Material and strength basis

Kataypdyte Arachis hypogaea, poperi/dAeon, yrowuo fi anoAinavaon, lot kat aAAepyloydvoug EMUOAUVVTEG.
Aloaxwp(oTeE Mg TPOP{OL amd Mg OAKAG MPWTEVNG KAl oM MEPLEKTIKOTNTA EMPEPOLE avaAdTn. EmAoyr
YVWOTAC MPWTNS DANG 6V amobelkvOeL ALTOUATO OPOLOYEVELQ TOV EVOLWPHATOC.

Record Arachis hypogaea, form/milling, roasting or defatting, lot and allergenic contaminants. Distinguish food
mass from total protein and individual-analyte content. A well-characterised material does not automatically
establish suspension uniformity.

Enavadiaonopa kat ocopiyya / Redispersibility and syringe

MeAETAOTE KATAVOUR OCWHOTLE{WY, puBud kKabi{lnong, cuunayéc ([Cnua kat avdktnon HETA TNV
npoBAenduevn avakivnon. EAEyETe andgpagn, vekpd OyKo, mpoopdenon Kol MPAyHaTIKA Ajyn e TNV
akpLB clplyya/npoagapuoyéa. Kataypdyte TNy anddoon Kot oTIC TeEAELTA{EC AYPELG TOU MEPLEKTN.

Study particle distribution, settling, compact sediment and recovery after the intended shaking. Check clogging,

dead volume, adsorption and actual withdrawal with the exact syringe/adapter. Assess delivery during the last
container withdrawals too.

Tu kaAOmttel To PALFORZIA / What PALFORZIA evidence covers

H etikéta FDA agopd cuyKeKpLévn TuTIoTIoLNEVN KOVL E EAEYXOUEVEG BdoeLg. MepLypdpel dbelaoua TNG
860onc o€ nuLoteped Tpoen Kol dueon KatavdAwaon: anokAglel avduign oe vypd yla avtr Tn Xopnynon.
Agv emutpénel eEaywyr SLdpKELAC Yo MPOMAPACTKEVATHEVO TTOTLO evalwpnua. Ol mposldomnotoeLg
avaLAaglac, un eAeyXOUEVOL AOBUOTOC KoL NWOWOPLALKAG oloo@ay(TIdag avaépovTal 0To
OLYKEKPLPEVO TIPoidY Kal oTtnv KAWLKA aEloAdynon.

The FDA label covers a specific standardised powder with controlled doses. It directs emptying the dose into
semisolid food and consuming promptly, and excludes liquid mixing for that administration. It does not establish
dating for a premade oral suspension. Anaphylaxis, uncontrolled-asthma and eosinophilic-oesophagitis
warnings concern the actual product and clinical assessment.

Mepiodog xpRong kar anodbéopevon / Dating and release

Xpeldlovtal 6edopéva MPWTEIVIKAG/AVAAVTIKAC SlaTtripnong, ololoyEveLag, HikpoBLloAoylag Kat Xprong
TNG OLYKEKPLUEVNG HATPAC. H WwOEN Hev uokaBLOTA peAEéTN. Agv anobibeTal aplOunTtiké BUD og avtdv
TOoV Q&KeAO. ATtodéapevan MPODTIOBETEL TEXVLKY KOl KAWLKY OLUM@WV{a JE Ta anmoTeEAEoPOTA, OXL LOVO
OLUMANPWHEVN POPUA.

Require protein/analyte retention, uniformity, microbiology and in-use data for the exact matrix. Refrigeration

does not replace a study. This dossier assigns no numerical BUD. Release requires technical and clinical
agreement with results, not only a completed form.
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Mnyéc koL medio vmooTAPLENG / Sources and scope

[1] EMA — Guideline on Allergen Products: Production and Quality Issues. EMEA/CHMP/BWP/304831/2007, 2008. Sections 2,
4.1.1,4.2.4,4.3,4.4.3-4.4.5; pp. 4-13. Grade A2.

Industrial biological-allergen quality guidance; principles adapted explicitly, not a compounding authorisation or a food-OIT
recipe

https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-allergen-products-production-and-quality-issues_en.p
df

[2] Santos AF et al. EAACI guidelines on the management of IgE-mediated food allergy. Allergy. 2025;80:14-36; online 2024.
Abstract and published guideline recommendations; DOI 10.1111/all.16345. Grade A2.

Specialist clinical recommendations; not stability evidence for local syrups or suspensions
https://pubmed.ncbi.nim.nih.gov/39473345/

[3]1 FDA — PALFORZIA prescribing information. US prescribing information, July 2024 revision, accessed 2026-09-12. Sections
1,2.3,4,5 and 16. Grade A2.

Specific authorised product only; no equivalence with pharmacy-made peanut preparations
https://www.fda.gov/media/134838/download?attachment

[4] PIC/S — Guide to Good Practices for the Preparation of Medicinal Products in Healthcare Establishments. PE 010-4, 1
March 2014. Chapters 1-9; Annex 2 (nonsterile liquids, creams, ointments). Grade A2.

Professional quality-system framework; not automatic national legal adoption or certification
https://picscheme.org/docview/3443

Y0vta€n yia to EAANViIkS Formulary Sikalias, mpwTtoBouAia cuAAOYAC KoLl TeKUNP{WoNg LALKOD amd
E€YKUPEG TINYEG. ZTAOWOG Xp. ZIKOALEG.

Prepared for the Greek Formulary Sikalias initiative to collect and document authoritative material. Stasinos
Chr. Sikalias.
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