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Opoloyévela, eETTavOadLaoTIONa KaL OOCLHETPLKO
HéCO

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

Medio epappoyng

An66elEN oLVEMOUC MEPLEKTIKATNTAC OTO TEALKS TPoildv Kal 0To HEoo Yoprynong.

PoAoL KalL mpoTMoBETeLg

YneOOLVOCG QaPUAKOTIOLOC: EYKPIVEL EQapUoyr Kol amodéopuevon. EKMaldevéVoC XELPLOTAG: eKTEAEL Kal
Kataypdeel. EAeyKTAG: enaAnBevel Kplowwa otolyela. EWGIKOC KAWIKOG/avaALTIKOG cuvepydTnG: OTIoL
op(CeTal.

Mpw amnd epapuoyr CUUMANPWOTE KWOLKOUE TOTKWY £YYPAQWY, ovéuaTta pdAwY, KATAAANAO
€EOMALOUOS, €LOLKEG TIpOdLaYPa@EC Kal dpla amodoxAC. EAEYETe To epapuoaTéo mAaloLlo TNG XWPAC 0aG.
Awadikaoia

1. Op(0TE XAPAKTNPLOTIKE MOLOTNTAG: HETPOVHEVN TIPWTEVN/AVAADTNG, OMOLOYEVELR, CWHATIOLX KAt
d60on mov eE€pyeTaL amd TO SOCIUETPLKO HETO.

2. Ixedbldote betypatoAnyia o€ dlapopeTikéC BEoelg Tov doyelov Kat apyri/Héon/TéAog MARpwaonNg,
Onwc oikatoAoyel n HeAETN. Mnv avaAleTe UbVO TO EVKOASTEPO anuelo.

3. MeAetote KaBIZNon Kal emavadlaomopd HeETA and avTUPOCWNTELTIKY Tapauovr. Kaboplote
avaki{vnon mouv pnopel mMPAyHaTL va EKTEAETEL O XPHOTNG.

4. AtloAoyriote akpiBela mapadlddpevou dykov, andepagn, vekpd dyKo Kal mpoopdenaon atTny
emAeypévn clpLyya/mpooapuoyéa. Mn Bewpelte dAa Ta SoolueTPIKE Héoa Loodlvapa.

5. Xpnotwponotjote KATAAANAN HEBOSO AVAALONG YL TEALKA UATEA KOL XUUNAEG TIEPLEKTIKOTNTEG.
Kataypdwte épla avixvevong/moootikomnolnong kat aBeBatdtnta émouv lvat kplowua.

6. ZuykplveTe amoTeAéouaTa UE TTPoKaBopLopéva dpLa. EAEYETE TN ouuneplpopd KaTd TN XPHON Kol
MPOC To TEAOG TOL MPOoTEWSEVOL BUD.

KpLttAplo diakomng

Arnotuy{a opoloyévelag, Un avaoTeEéYun kabilnon f avagléniotn dooluétpnon: Uun anodéouevan.
Apxela: F-005, F-009

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, 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

MPWTATLIN CLVTAKTLKY cOVBEDN amd TG MOPATAVW TNYEG. Agv LTIOBNAWVETAL £yKPLON TOL €KBATN TOLG.

Tomkr ékboon: Evapén woxvoc:
JuVTaKTNG: EAeyKTAG: EYKPLON QOpuaKoTOoLo0:
YNoypag£ég / nUEpONVieG: Enépevn avaokdnnon:
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Uniformity, redispersibility and dosing device

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

Demonstrating consistent concentration in the finished product and delivery device.

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. Define quality attributes: measured protein/analyte, uniformity, particles and the amount delivered
by the dosing device.

2. Design sampling at different vessel locations and beginning/middle/end of filling as justified by the
study. Do not sample only the easiest location.

3. Study settling and redispersibility after representative standing periods. Define shaking that a user
can realistically perform.

4. Assess delivered-volume accuracy, clogging, dead volume and adsorption in the chosen
syringe/adapter. Do not assume all dosing devices are equivalent.

5. Use analysis suitable for the final matrix and low concentrations. Record detection/quantification
limits and uncertainty where critical.

6. Compare results with predefined criteria. Check in-use behaviour and performance toward the
proposed BUD.
Stop criterion

Failed uniformity, irreversible settling or unreliable dose delivery: no release.

Records: F-005, F-009

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, 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

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