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TauToTNTa CAAEPYLOYOVOUL Kal Baon
TIPWTELVNG

MpdTuno Mpog TomKA EMOTNHOVIKY a§loAdynon Kat £ykplan. Agv e{val eyKekpLuévo SOP cuyKkekpLévou epyaatnplou.
2TaOWOC Xp. ZIKAALGG / Stasinos Chr. Sikalias

Medio epappoyng

MpwTteg DAeC PLoTLkLOL Alywac (Pistacia vera) kat apdrmikouv @LoTiklol (Arachis hypogaea), ue
XWPLOTOOG PAKEAOUG.

PoAol kat tpoiTtoBLoELG

YreOOLVOC PAPUAKOTIOLOG: EYKPIVEL EQapuoyr Kol amodéauevan. EKMatdevuévoc XeLPLoTAG: eKTEAEL KaL
Kataypdeel. EAeykTrG: emaAnBevel kplowa otoyela. ELOIKOG KALWIKOG/avaALTIKOG GuvepydTNnG: OTIOL
op(CeTal.

Mpw amnd epappoyr CLUUNMANPWOTE KWOLKOVUG TOTILKWY £YYPAQWY, ovéuaTa pOAWY, KATAAANAO
€EOMALOUO, €10LKEC TIpodLaypa@éc Kal dpla amodoxn¢. EAEYETe To epapuoaTéo mMAa{oLlo TNG XWPAC 0aG.
Awadikaoia

1. EykplveTte ouykekplpévn mpoéAevon Kal LALKO: €{6o¢, TuAUa KapToL, eneEepyacia, dAcan,
amnoA{navon kat npdoBeta. H eunopikr} ovopoaoia 6ev apkel yia tooduvvapia.

2. Kataypdyte naptiba, nuepopnvieg, ouvlrikeg Katl mbavr nmapovoia AAAWY aAAepyLloyévwy. AAAayH
ynol{uatog A mpounBeuTh avTIHETWIICETAL WG KPlon aAAayH.

3. Op{OTE He TOV AVAAVTIKG OLUVEPYETN TL HETPE N BOKLUA: OAKH TPWTELVN, CLYKEKPLUEVO
OAAEPYLOYOVO 1] GAAN TIOPAUETPO. ALTA Ta HeYEDN Bev elval peTAED TOUG TOLTOCNUA.

4. AZloAoyrAoTe KATAAANASTNTA PEBSOOL yia TN PATPA Kot Thv eneEepyaania. AlaTtpo@lkég mivakag f
YEVLIKOG OLVTEAEOTAC HEV AMOBELKVUEL TNV TIEPLEKTIKOTNTA TNG OLUYKEKPLUEVNG TapTOaC.

5. Oplote mpodLaypa@éC LYLEWAC/ULKPORBLOAOYI(OG KAl OXETIKWY EMUOALVTWY BAoel kKwdOvou. H
noldTNTA TPOP{MOL HdVN TNG BEV TEKPNPLWVEL KATAAANASGTNTA YLX TNV MPOTEVOUEVN BEPATIELTIKH
xenon.

6. AodeopeVOTE TNV MPWTN OAN HOVO PE EAEYUEVO oTolXe(a Kal TMAAPN oOvdEDN TIPOG TLG TEALKEG
nopTtideg. AlatnprioTte delypa ava@opdc Omouv To MPOPBAEMEL TO EYKEKPLUEVO OYEDLO.

KpLttAplo Siakomng

AverBeBaiwTo €(doc, dyvwotn eneEepyaoia i avenapkh otolxela Kp(oNG mPwTeivng: kKapavtiva.
Apxeia: F-008

Mnyéc KaL 6pLa EQAPHOYNAG

NAPRA — Guidance Document for Non-sterile Preparations
https://www.napra.ca/publication/guidance-document-for-pharmacy-compounding-of-non-sterile-preparations/

Santos et al. — EAACI management guideline, DOI 10.1111/all.16345
https://onlinelibrary.wiley.com/doi/full/10.1111/all.16345

FDA — PALFORZIA: product information and package insert
https://www.fda.gov/vaccines-blood-biologics/allergenics/palforzia

MpwTOTLIN CLVTOKTLKY oOVBEDN and TG MOPATAVW TNYEG. Agv LTIOBNAWVETAL £yYKPLON TOL €KBETN TOLG.

Tormukr ékdoon: Evapén woxvoc:
JuvTdKTNG: EAeYKTAG: EYKpLON QoppaKoTmoLlol:
Yoy pa@QEG / NUEPOUNVIEG: Enépevn avaokdénnon:
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Allergen identity and protein basis

Template for local scientific review and approval. This is not an approved SOP of a specific laboratory.
2TaOWOC Xp. ZIKAALAG / Stasinos Chr. Sikalias
Scope

Pistachio (Pistacia vera) and peanut (Arachis hypogaea) raw materials, maintained in separate
dossiers.

Roles and prerequisites

Responsible pharmacist: approves implementation and release. Trained operator: performs and
records work. Reviewer: verifies critical items. Specialist clinician/analytical partner: as specified.

Before implementation complete local document IDs, named roles, suitable equipment, specific
specifications and acceptance criteria. Check the applicable framework in your country.
Procedure

1. Qualify the specific source and material: species, nut fraction, processing, milling, defatting and
additives. A trade name does not establish equivalence.

2. Record lot, dates, conditions and possible other allergens. A roasting or supplier change is a critical
change.

3. Define with the analytical partner what the test measures: total protein, a specific allergen or
another attribute. These quantities are not interchangeable.

4. Assess method suitability for the matrix and processing. A nutrition panel or generic conversion
factor does not establish this lot’s concentration.

5. Set hygiene/microbiological and relevant contaminant specifications based on risk. Food-grade
quality alone does not establish suitability for the intended therapeutic use.

6. Release raw material only with reviewed evidence and complete linkage to finished batches. Retain
a reference sample where the approved plan requires it.
Stop criterion

Unconfirmed species, unknown processing or insufficient critical protein data: quarantine.

Records: F-008

References and applicability

NAPRA — Guidance Document for Non-sterile Preparations
https://www.napra.ca/publication/guidance-document-for-pharmacy-compounding-of-non-sterile-preparations/

Santos et al. — EAACI management guideline, DOl 10.1111/all.16345
https://onlinelibrary.wiley.com/doi/full/10.1111/all.16345

FDA — PALFORZIA: product information and package insert
https://www.fda.gov/vaccines-blood-biologics/allergenics/palforzia

Original editorial synthesis informed by these sources. Their publishers do not endorse this document.

Local version: Effective date:
Author: Reviewer: Pharmacist approval:
Signatures / dates: Next review:
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