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Cow milk — exact source and processing to be specified

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.

Néog pdkeAog Tov SlakpP(vel TIG KAWLKEG GUOTATELG yila YAAQ amnd TNV MOLdTNTA ULAG EEATOULKEVPEVNC
EQPYAOTNPLOKAC MAPATKEVAG.

A new profile separating milk clinical recommendations from quality of an individual laboratory preparation.

Medio KAIVIKAG TeKpnpiwong / Clinical-evidence scope

H EAACI npoTteivel avoooBepamneia amnd Tov oTOUATOC YIa eTAEYEVA TTadLE/epriBoug pe aAAepyia o€
YAAQ, YEVIKA HETA TNV NALKIO TWY TECOAPWY £TWVY, LTS eEelbikevévn oudda. H obotaon 6ev e{val odnyla
auTOXOoPAYNONG OVTE TEXVIKH Hovoypoio mapadkeviG. AoBeVAG, LALKS Kal oxripa KabopiCovtal and tov
€LOLKO.

EAACI suggests oral immunotherapy for selected children/adolescents with milk allergy, generally after four
years of age, under a specialist team. This is not a self-administration instruction or technical compounding
monograph. The specialist determines patient, material and regimen.

Ala@opeTikd LALKG / Different materials

Yypo yaAa, ydAa o€ okdvn, KAGOUOTA MPWTEIVWY Kal MPoidvTa Sla@opeTIKAC BepULKAC eneEepyaaiag dev
avTLpeTWIiCovtol W Tavtéonua VALKE. H amovaia Aaktdlng dev anodelkviel anovoia MPWTEIVWY
YAAQKTOG. H KAWLKE €VTOAH TIPEMEL VO KATOVOUATEL TO aKPLBEC LALKO Kal T BAon MEPLEKTIKOTNTAC.
Liquid milk, milk powder, protein fractions and differently heat-treated products are not identical materials.

Absence of lactose does not establish absence of milk proteins. The clinical order must identify exact material
and strength basis.

AmtalToOpEVOG TEXVIKOG éAeyxoG / Required technical assessment

Anattobvtatl TavtéTnTa, lot, oLVBRKEC HETAPOPAC, AVAAVTLKH CLUYKEVTPWAN OTN UATPA, OUOLOYEVELQ,
HLKpoBLoAoyia kKat cuokevaoia. AldpKeLd TPOP{OL BEV HETAPEPETAL AVTOPATWG OE YAANVLKO TIPOIoY
SlapopeTikAg apaiwong. Aev amodibovtatl guvtayr f} BUD o€ autdv Tov AKEAD TNYWV.

Require identity, lot, transport conditions, analytical concentration in the matrix, uniformity, microbiology and
packaging. A food’s dating does not automatically transfer to a differently diluted compounded product. This
source profile assigns neither recipe nor BUD.

Mnyéc kat medio vmooTAPLENG / Sources and scope

[1] 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/

[2] 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

[3]1 NIH NIDDK — Definition & Facts for Lactose Intolerance. Reviewed February 2018; accessed 2026-09-12. What is lactose
intolerance?. Grade A2.

Lactose is milk sugar; lactose intolerance differs from immune-mediated milk allergy
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https://www.niddk.nih.gov/health-information/digestive-diseases/lactose-intolerance/definition-facts

Y0vta€n yia to EAANVikS Formulary Sikalias, mpwTtoBouAia cuAAOYAC Kol 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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