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EkmodeuTikn TEXVLKY avaokOTnon. Aev mapouoldleTal WG MPWTOYEVHG HEAETN 1} Bnuooicvon ue
eEwTtepKn kplon.

Educational technical review. Not presented as primary research or an externally peer-reviewed publication.

H kAWK tekunplwon avocoBepamnelag Kot N MOLOTNTA YLAG CUYKEKPLUEVNG EQYAOTNPLOKAC MAPATKEVHG
elval ywplotd epwtApaTa. Ol pdkeAol TNG oLAAOYAC Blatnpoly avTh TN SldKkpLon.

Clinical immunotherapy evidence and quality of a specific laboratory preparation are separate questions.
Collection dossiers maintain that distinction.

Amo TNV 0dbnyia oto mpaypaTikd apyeio / From instructions to actual records

To KOpLo 6eAtio F-002 mepiypdeet TL mpénet va yivel. To apyelo maptidag F-003 nmeptypdoel Tt €ywve: lot,
Bapn, xpdvol, eEomALoUbG, EAey)oL, amddoon, ETIKETA KAl LTIOYPaPEG. KABe eyypaer yiveTal dTav
ekteAe(Tal n epyacia. Atépbwon Siatnpel Tnv apylki mAnpogopia Kat mpoaBéTtel attia, NuEpounvia Kat
TouTtoTNTA SLopBwTh. Agv polmoypdeovTal anoteAéopaTa 1| ano@doelg anodéopevong.

Master record F-002 specifies what should happen. Batch record F-003 records what happened: lots, weights,
times, equipment, tests, yield, label and signatures. Enter records when work occurs. A correction retains the
original information and adds reason, date and identity. Do not pre-sign results or release decisions.

‘EAEYYXOL TIOL amavToUV oTOo epwWTNHa / Tests that answer the question

H epgdvion evtoni{Cel oplopéveg aatoyxieg, aAAd Hev amobelkviel LoxD, amovoia nmpoidvTwy didonaonc A
MLKpOBLoAOYLKA KaTaAANASTNTA. H H€B0BOG Kal TO KPLTAPLO ETAEYOVTAL YLO TN OLUYKEKPLUEVN LOPQH KoL
XpHon. Ze evawpnua xpetdletatl agloAdynon enavadlaonopds kat TtTnG déong mov 6{vel n ovokevr- o€
MLIKPM TIEPLEKTLIKOTNTA N opodpopen pala v toobuvapel pe opolduopen Spaactikr. Anotuyia Kplowung
npodlaypa@ng odnyel o kapavtiva kat dtepedvnon.

Appearance identifies some failures but does not establish strength, absence of degradants or microbiological
suitability. Select method and criterion for the actual dosage form and use. A suspension needs redispersibility
and device-delivered-dose assessment; at low strength, uniform mass does not imply uniform API. A critical
specification failure requires quarantine and investigation.

TavtéTnTa KaL 660n / Identity and dose

DLoTIKL AlyLvog Kot apdmiko QLoTikL £{val SLapopeTikd €(6n. H pdda kopmo, n oAlkr MPWTEvN Kat n
aAAEpYLOYOvOoG SpaoTikdéTnTa Hev e€lowvovTatl. H ene€epyaaia kat n 6tAOnon unopel va aAA&Eouv TNV
noodTNTA oL TEALK& AapBAveTAL AMALTOOVTAL KATAAANAN AVOALTIKH BAON KoL OOLOYEVELQ.

Pistachio and peanut are different species. Nut mass, total protein and allergenic activity are not equivalent.
Processing and filtration can change the amount delivered; suitable analytical basis and uniformity are
required.

KAwvikéG mnyég pe owoTo medio / Clinical evidence in its correct scope

Ot 06nylec EAACI 8LaTUTIWVOLY CUCTACELG VLA CUYKEKPLUEVA TPOPLUA Kal TANBLOWOUG o€ ELBIKELEVN
@povtida. H peAétn NUT CRACKER a@opd K&oloug Kot KAWLIKY SlaoTtavpoluevn ancvatodntomnoinon: 6&v
METPA TN oTtaBepdTnTa OLPOTILOD PLOTIKLOU Alywvag. H 0dnyla PALFORZIA a@opd To CUYKEKPLUEVO TIPOTOY,
ME avAULEN o€ NULOTEPEA TPOQr Kal duean KatavdAwon.

EAACI recommendations address specific foods and populations under specialist care. NUT CRACKER concerns

cashew and clinical cross-desensitisation; it does not measure pistachio-syrup stability. PALFORZIA instructions
concern that specific product, mixed with semisolid food and consumed promptly.
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T xpeLadetaL o TEXVIKOG pakelog / Required technical dossier

NAARPNG TALTOTNTA LAWY, CLUYKEVTPWON HE SNAwMEVN BAon, MPWTEIVIKA/AVAAVTIKH avAKTNON,
opoloyéveLla, enavadlaomnopd, S0CLUETPLKO HETO, HikpoBLoAoyia, cuokevaoia Katl MpayuaTik TeKUnpiwon
Sldpketac. OL apxéc EMA yla Blopnyavikd aAAepyloydva X pnaotomolodvTal we mAai{olo moldtnNTag e
dnAwpévo 6plo epapuoyrig. Aev dnuiovpyoly ddeta MopPaokeLG 1} VEO KALVIKG MPWTAOKOAAO.

Material identity, concentration with declared basis, protein/analyte recovery, uniformity, redispersibility,
dosing device, microbiology, packaging and actual dating evidence. EMA industrial-allergen principles inform

the quality framework within an explicitly stated scope. They do not create manufacturing permission or a new
clinical protocol.

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] Elizur A et al. Cashew oral immunotherapy for desensitizing cashew-pistachio allergy (NUT CRACKER study). Allergy.
2022;77:1863-1872. Primary clinical study abstract; DOl 10.1111/all.15212. Grade R1.

Cashew OIT cohort and pistachio cross-desensitisation; no pistachio syrup or peanut suspension stability data
https://pubmed.ncbi.nim.nih.gov/35000223/

20vTta€n yia to EAANVikS Formulary Sikalias, mpwTtoBouAia cuAAOYAC Kol TeKUNP{woNg LALKOD amd
E€YKLPEG TINYEC. ZTOOWOC Xp. ZIKAALLC.

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