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ZUMBAV, AaVAKANON KOl EMAVEKTINON

MpdTumo npog TomkA emoTNUovVKY agloAdynaon kat £ykplon. Agv elval eykekplpévo SOP ouykekpLuévou epyaatnpiov.
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Medio epappoyng
Avtidpaon, vmontn andkAlon fj aAAayr mMov a@opd aAAepyloydévo mapTida.

PoAoL KalL TPoOTMoBEoELG

YneOOLVOCG QaPUAKOTIOLOC: EYKPIVEL EQapoyr Kal anmodéopuevon. EKMaldevévog XeLPLoTAG: eKTEAE] Kal
Katoypdeel. EAeykTAG: emaAnBevel kplowa otolyela. ELOLKOG KALWVIKOG/OVAALTIKOG cuvepydTNnG: 6mov
op(CeTal.

Mpw amnd epappoyr CUUNMANPWOTE KWOLKOVUG TOTILKWY £YYPAQPWY, ovouaTa pOAWY, KATAAANAO
€EOMALOUOS, €1OLKEC TIpOodLaYPa@EC Kal dpla amodoxAC. EAEYETe To epapuoaTéo mAalolo TNG XWPAC 0aG.
Awabikaocia

1. Ze o&ela avtidpaon mpoéxel To KAWLKS Ox€0L0 emelyovoag QVTIHETWMONG KAl N apuddla enelyovoa
BorBela. To epyaoTrplo dev mapéxel EVOAAAKTIKO TIPWTOKOAAO Bepamneiac.

2. Kataypdyte nmpoidv, moptida, nepltéktn, dnAwbeica Ayn, xpdévo kat dlabéalpuec mAnpogopleg Ue
MPOCTAC(O MPOCWTILKWY SEG0UEVWY. MNnv amod(beTe avTtéduaTa atTidTNTA.

3. AlakoyTte dldBean LonTNG MOPTIBAC KAl EVNUEPWOTE LITELBLYVO PAPUAKOTIOLE KOl KALWLKE opdda.
EAEYETE KOWEC MPWTEC DAEC KO YELTOVIKEG epyaaiec yia emudAvvon.

4. Alatnpriote delypata kat dedopéva. EEeTdote TALTOTNTA, LMOAOYLOUOS, AvAULEN, avdKTNoN,
ETIKETA, OLOKELH AYNG KAl CLVOAKEC HETAPOPAC/XPHOoNG.

5. Opyavwote avdkAnon Kot ava@opd otoug apuddloug gopelc émov amnattei{tal. Kataypdyte OAeC TG
EMOQPEC KOL CUMQWVAOTE TIC eMNPEACOHPEVEC TTOTOTNTEG.

6. KAelote pe tekunplwpévn dlepebvnan, CAPA Kal éAeyy0 anoTeAeopaTIKOTNTAG. EMavévapEn r
oaAAayr 66oncg anogaaci{fetal and Tov €6Lkd, aveEdpTnTa and TNV TEXVIKN amokatdoTtaon tTng
nopTidag.

KpLTApLo dlakomAGg

Kapla emavévapEn dldBeong Omomtouv mpoidvtog mpwv and oOAOKARPWON TNG AMALTOOUEVNG
a&loAéynong.

Apxela: F-007, F-010

Mnyéc KaL 6pLa EQAPHOYAG

EAACI — Guidelines on the management of IgE-mediated food allergy
https://eaaci.org/guidelines-position-papers/eaaci-guidelines-on-the-management-of-ige-mediated-food-allergy/

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

NAPRA — Model Standards for Pharmacy Compounding of Non-sterile Preparations (2018; clarification 2022)
https://www.napra.ca/publication/model-standards-for-pharmacy-compounding-of-non-sterile-preparations/

MPWTATLIN CLVTAKTLKY cOVOEDN and TG MOPATAVW TNYEG. Agv LTIOBNAWVETAL £YKPLON TOL €K6ATN TOLG.

Tomkr ék6oon: Evapén woxvoc:
JuVTaKTNG: EAeyKTAG: EYKPLON QopuaKoTOoLo0:
YNoypag£Eg / nueEpopnVieg: Enépevn avaokdnnon:
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Incident, recall and reassessment

Template for local scientific review and approval. This is not an approved SOP of a specific laboratory.

2TaOWOC Xp. ZIKAALAG / Stasinos Chr. Sikalias

Scope

Reaction, suspected deviation or change involving an allergen batch.

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. In an acute reaction, the clinical emergency plan and appropriate emergency services take priority.
The laboratory does not provide an alternative treatment protocol.

2. Record product, lot, container, reported intake, timing and available information with privacy
protection. Do not automatically assign causality.

3. Suspend supply of the suspect batch and notify the responsible pharmacist and clinical team. Check
shared raw materials and adjacent work for contamination.

4. Preserve samples and data. Examine identity, calculation, mixing, recovery, labelling, dosing device
and transport/use conditions.

5. Organise recall and reporting to competent bodies where required. Record contacts and reconcile
affected quantities.

6. Close with documented investigation, CAPA and effectiveness review. Restarting or changing dose
is the specialist’s decision, separate from technical correction of a batch.
Stop criterion

Do not resume supply of a suspect product before the required assessment is complete.
Records: F-007, F-010

References and applicability

EAACI — Guidelines on the management of IgE-mediated food allergy
https://eaaci.org/guidelines-position-papers/eaaci-guidelines-on-the-management-of-ige-mediated-food-allergy/

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

NAPRA — Model Standards for Pharmacy Compounding of Non-sterile Preparations (2018; clarification 2022)
https://www.napra.ca/publication/model-standards-for-pharmacy-compounding-of-non-sterile-preparations/

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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