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EAeyxOlEvVN eEMEEEPYATia KAL AVAKTNON
TIPWTELVNG

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

MNedio epappoyng

AVATTLUEN Kal éAeyyoC HEBSOOL- Bev Mapéxel ouvTayr, BepUokpaoia f xPOvo WG EMKLPWUEVN
MoPAPETPO.

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. Kataypdyte Sldypaupa pong YL To akPLBEC LALKS Kol Lop@n: dAson, dlaBpoxr, avautEn,
Bépuavan, YOEn, dinaon Kat MApwon énov epapudélovTal.

2. OploTte kploweg mopapéTpoug amd HEAETN TNG OLYKEKPLHEVNG dladikaoiag. Mponyoluevn eunelpia
GAANG TEPLEKTIKOTNTAC SeV amodelkvieL Lood0vaun eneEepyaoia.

3. MeTproTte mpayuaTikh Bepuokpaacia mpoidvtog, xpdvo Kat ouvOrikec YOENG. H B€épuavan 6ev
Bewpeltal avtépaTa anootelpwan f} eE0LOETEPWON AAAEPYLOYOVWV.

4. N 6BNoN/KOCKLVO TEKUNPLWOTE LALKS, HéyeBoC, KaTakpdTtnon Kot c0oTaon VTOAE(MuaToG. H
apaipeon oTePEWY PMopel va AAAGEEL TNV MAPABLESUEVN TTPWTELVN.

5. Zuoyxetiote pdla Kot Oyko €Lc660L/e€E60UL Ue KATEAANAN avdAvon TP Kat PeTd Ta Kplowwa oTddia.
To 10oC0yLo GLUVOALKAG HACaC Hev amodeltkvieL LooC0YLO AAAEPYLOYOVOUL.

6. EykpilveTe €bpog )\atroupy(ong,l delypatoAnuia Kot KpLTApPLa TIPLY amd MaPAYWYLIKH epapuoyr. Mnv
QVATIANPWVETE ATIWAELEG TIPWTEIVNG HE avBaipeTn eMAéov MPWTN OAN.

KpttAplo Slakomng

AyvwoTtn avdktnaon, un eAeyxopevn B€ppavon f véa dindnaon xwplc agloAdynon: kapavtiva.
Apyela: F-002, F-009

Mnyéc KalL 6pLa eQaPHOYAG

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

MpwTOTLIIN CLVTAKTLKY oOVOEDN amd TG MOPATAVW TNYEG. Agv LTIOBNAWVETAL £YKPLON TOL €KBGTN TOLG.

Torukr ékdoon: Evapén woxvoc:
ZUVTAKTNG: EAEYKTAG: ‘EyKplon gappakomnotol:
YToypa@éc / NUEPOUNVIEG: Enépevn avaokomnnon:
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Controlled processing and protein recovery

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

Process development and control; no recipe, temperature or time is supplied as a validated setting.

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. Document the process flow for the exact material and form: milling, wetting, mixing, heating,
cooling, filtration and filling where applicable.

2. Define critical parameters from study of the specific process. Previous experience at another
strength does not demonstrate process equivalence.

3. Measure actual product temperature, time and cooling conditions. Heating is not automatically
sterilisation or allergen neutralisation.

4. For filtration/sieving document material, size, retention and residue composition. Removing solids
may alter the delivered protein.

5. Relate input/output mass and volume to suitable analysis before and after critical stages. Total
mass balance does not establish allergen balance.

6. Approve operating ranges, sampling and criteria before routine use. Do not compensate for protein
losses by arbitrarily adding raw material.

Stop criterion
Unknown recovery, uncontrolled heating or unassessed filtration changes: quarantine.

Records: F-002, 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

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