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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.

O @dkeAog npoépyeTal and To (dn dnuoatevpévo TexVIKkd mapddelyua Tov compounding.gr. Mapapével
PAKEANOC AVATTUENC: BEV £XEl MaPaBoBEel MARPEC AVOAVTIKO MPWTOKOAAO, AVEKTNON MPWTEVNG A HEAETN
Bl PKELOC TNG OLYKEKPLUEVNG MATPOC.

This dossier develops the technical example already published on compounding.gr. It remains a development

dossier: no complete analytical protocol, protein-recovery study or dating study for the actual matrix was
supplied.

TavtéTnTa MPWTNG VANG / Raw-material identity

Kataypdyte Pistacia vera, mpoéAcuan, lot, TuAua kapmoL, Bepulkn Katepyaoia, dAeon, vypaaoia Kot TuYov
npdécBeta A enudAvvon and dAAoug KapmoLS. AAAayr tpopndeuTh | wnoilpatog anattel véa obykplon. H
BLATPOPIKA SHAWON MPWTEVNG BEV AMOBEIKVOEL TN CLYKEVTPWON TNG OUYKEKPLUEVNG TEALKAG
MOPOOKELAG.

Record Pistacia vera, origin, lot, nut fraction, thermal processing, milling, moisture and additives or other-nut

contamination. Supplier or roasting changes require new comparison. Nutrition-label protein does not establish
this finished preparation’s concentration.

Z1pontwdng pATPa Kal Siepyacia / Syrup matrix and process

Kataypdyte odkyapa, vepd, TEALKS Oyko/pala, LEWdEG Katl SlaAvpévo/alwpolpevo KAGoua. EEetdoTte TU
nopapével oto QIATPO Kol oTo 6oxelo. H Bépuavon unopel va aAAGZel To MPWTEIVIKO poP{A- 6ev amoTeAsl
anédelEn adpavonoinong aAiepyloydvou. Astypatoinyio mpwv Kot HETE K&Be Kplolpo oTtddlo mpénet va
AMOVTA OE CUYKEKPLUEVO AVOAUTIKO EPWTNUA.

Record sugars, water, final volume/mass, viscosity and dissolved/suspended fractions. Assess material retained
on filters and vessels. Heating can alter the protein profile and does not demonstrate allergen inactivation.
Sampling before and after critical steps must address a defined analytical question.

NMpwteivn kot mpaypatiki ARyn / Protein and actual withdrawal

OploTe molog avaADTNG ouvdéeTal Pe TNV KAWLKA eVTOAR. H pébodoc xpeldletal KATAAANAGTNTA GTN
OOKYX0POUX0 MATPO, avdKTNOoN Kot MEPLOX OLYKEVTPWOEWY. EEeTdoTe doolueTpikd PHEoo, HKpOTEPN ARYN
KOl OIOLOYEVELA HECO OTOV TIEPLEKTN KATA TN XPAON. Mnv uroAoyilete mg mpwTeltvng/mL pévo amnd apxiki
MACa KapmoO.

Define the analyte linked to the clinical order. Establish method suitability in the sugar matrix, recovery and

concentration range. Assess the dosing device, smallest withdrawal and within-container uniformity through
use. Do not derive mg protein/mL solely from starting nut mass.

KAwvikA BiBAloypagia kat 6pla peta@opdc / Clinical evidence and transfer limits

H NUT CRACKER peAétnoe KAOLOUG Kal avépepe dLaoTavpolevn amnevaltagbntonoinon oe
ouvevaloBnTonolNuévoug aabevelc e QLOTIKL Alywvag. Aev ueAéTnoe auTr] TN cuVTAYH GLPOTILOY, TO
@(ATpO, TN oLyKEVTPWON 1 TN SLdpKeLd TNG. Agv peTaPEPETAL aptBNTIKO BUD i 6000A0yLkd oxrpa amnd
Tn HEAETN.

NUT CRACKER studied cashew and reported pistachio cross-desensitisation in co-allergic patients. It did not

study this syrup recipe, filter, concentration or shelf life. No numerical BUD or dosing regimen is transferred
from it.
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Anégaon ywa xpion / Use decision

Xpeldovtal MARPNG EVTOAN €L8LKOD, eEMPBERALWUEVN TMTEPLEKTIKOTNTA, OUOLOYEVELX, ULKPORBLOAOYLKN
noldtTnTa, ocuvTHPNON, cuokevacoia Kat Tekunpiwon otabepdTnTac. XwWplc Ta Sedopéva dev opiCovtal
guvTay KAWLKAC EKTEAEONC 1 aplBuNTIKA NUEpounvia xpriong. Ta OIT-001 éwg OIT-008 kat F-008/F-009
KaBopiCouv tn Sour Tov PakéAov.

Require a complete specialist order, confirmed strength, uniformity, microbiological quality, preservation,

packaging and stability evidence. Without those data, no clinically executable recipe or numerical use-by period
is assigned. OIT-001 through OIT-008 and F-008/F-009 define the dossier structure.

Mnyéc kaL 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] 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/

[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

20vta€n yla to EAANVIkS Formulary Sikalias, mpwtoBouAia cuAAOYAC Kol TekUNp{wong LALKOD amd
€YKUPEG TINYEG. ZTAOWOG XpP. ZLKAALAG.

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