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Clinical excipient and dose review
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MAApeG mpdTumo dladikaoiag yla Tomkr voBétnon. Ta ovouaTa, 0 EEOMALOUOC, T ELGLKA dpLa KAl oL
vnoypaeég eykplvovtal and tov vnedBuvo Tov epyactneiov mMPw TNV £Qapuoyn.

Complete procedural template for local adoption. The responsible laboratory pharmacist approves named
personnel, equipment, specific limits and signatures before implementation.

Medio epappoyng / Scope
EAEYX0C KATAAANASTNTAC TNG EVTOARC Yla TOV CUYKEKPLUEVO aaBevn.

Assessing order suitability for the actual patient.

YnevOuvotnteg / Responsibilities

YneOOLVOC PAPUAKOTIOLEG: andpaan, éyKpLlon Kot anodéauevon. EKnatdevpuévog XeLploThG: eKTEAEDN Kal
obyyxpovn Kataypaer. EAeykTAG: aveEdptntn enaAribevon Kplowwy otolxelwv. EEwtepkd
EPYAOTAPLO/KALVIKAC ELBLKAG: EPYAOIEC IOV ATIALTOUY TEKUNPLWHEVN EBLKN EMAPKELA.

Responsible pharmacist: decision, approval and release. Trained operator: execution and contemporaneous
records. Reviewer: independent verification of critical items. External laboratory/clinical specialist: tasks
requiring documented specialist competence.

MpobimoBéoeilc epappoyng / Implementation prerequisites

lox0ov KOpLo BeATIO, CWOTAH TALTOTNTA LALKWY, EAEYHEVOG EEOMALOUOG, eKTa{DELON KAl EYKEKPLUEV
KpLTApLla yla Tnv mpoBAendpevn xprion. Ta Kevd ovopata/vnoypapéc Sev elvat eAAelyelg BLBALoypapiag:
CUUMANPWVOVTAL YLX TNV EYKATACTAON KAl TNV MPAYUATIKYA Epyaoia.

Current master record, confirmed material identity, checked equipment, training and approved criteria for
intended use. Blank names/signatures are local execution fields, not missing bibliographic evidence.

BAipa / Step 1
EAéyETe aobevr, nAwkia, Bdpocg émov xpetdletal, 066, mpoPAenduevn 6éaon Kat guxvoétTnTa. Acaerc odnyla
dlevkpiCeTal pe TOV ouvTayoypPAPO.

Verify patient, age, weight where needed, route, prescribed dose and frequency. Clarify ambiguous instructions
with the prescriber.

BAipa / Step 2
KaTtaypdyte YvwoTéG aAAEPYIEC KL AVETBOUNTEC EVEPYELEC UE TO LMTEDOLVO CUOTATLKG. AlaKkp{veTE
aAAepyla and duoaveEia, epeblopd A mpotiunon.

Record known allergies/adverse reactions and the responsible ingredient. Distinguish allergy from intolerance,
irritation or preference.

BApa / Step 3
YnoAoy{ote ékBeon o€ ékboxa and TN HEYLOTN NUEPOLA TOCHTNTA TOV OKELAOUATOG. ZUUBOVAeVTE(TE
TpExovoeg enionueg mposldonotjoelg yia nAkio/odd Kat Tux6v ovyxopnyolueva mpotdvTa.

Calculate excipient exposure from the maximum daily preparation amount. Consult current official warnings for
age/route and concomitant products.

BApa / Step 4

EAEYETE HOVADEG: eplekTIKOTNTA, 6dON Kat dykog lvat dlapopeTikd peyédn. MNa C mg/mL kat D mg,
6ykog = D/C mL, pévo yia tnv empefatwpévn xnukr kot doooAoyikr Bdon.

Check units: concentration, dose and volume are different quantities. For C mg/mL and D mg, volume = D/C
mL, only for the confirmed chemical and dose basis.
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BApa / Step 5
Av xpeldletal dLapopeTikd €kBox0, a&LloAoyrioTe OAOKANPN T véa oOVOEDN, OLOLOYEVELN, OLVTHPNON KOl
BUD. Mnv kpatdte TNV noAald tekunpiwon wg toxbovoa xwpic avtiotoliyion.

If an excipient must change, reassess the complete new formula, uniformity, preservation and BUD. Do not
retain old evidence as applicable without comparison.

BAipa / Step 6
TekunpwoTte andpoaon he Ny Kat nuepopnvia. H napovaiaon «xwpl{¢ oLYKEKPLUEVO OLOTATIKO» BEV
onpaivel «xwpic kKivbuvo aAAepylag».

Document the decision, source and date. Free from a specified ingredient does not mean free from allergy risk.

KpittAplo diakomnAg / Stop criterion
Acvpewvia 66onc, 0600 1} KAWLIKE KploLov ekdOyov: un dldBeon npv and dievkpivion.

Dose, route or critical-excipient mismatch: no supply before clarification.

Apxeia / Records
F-001, F-002, F-018

Mnyéc koL medio vmooTAPLENG / Sources and scope

[1] NAPRA — Model Standards for Pharmacy Compounding of Non-sterile Preparations. March 2018, clarification January
2022. Sections 4-9. Grade A2.

Risk, personnel, facilities and QA; its historical BUD table is not used for current USP defaults

https://www.napra.ca/wp-content/uploads/2022/09/NAPRA-MdI-Stnds-Pharmacy-Compounding-Nonsterile-Preparations-EN-Mar
ch-2018-CLAR-Jan-2022.pdf

[2] PIC/S — Guide to Good Practices for the Preparation of Medicinal Products in Healthcare Establishments. PE 010-4, 1
March 2014. Chapters 1-9; Annex 2 (nonsterile liquids, creams, ointments). Grade A2.

Professional quality-system framework; not automatic national legal adoption or certification
https://picscheme.org/docview/3443

MPpwTdTLTIN CLVTAKTIKA 0PYEVWON KAl EQAPHOYH APXWY TWVY MAPATdvW TMNYWV. Agv lval enionun
META@paan, iotonolnon eykatdotaong i £€ykplon and Toug eKOOTEC TWY TNYWV.

Original editorial organisation and application of the cited principles. Not an official translation, facility
certification or source-publisher endorsement.

Tomikn ékb6oon Kail nuepopnvia Loxvog / Local version and effective date

ZUVTAKTNG EAEYKTNG €yKpLon vmtoypa@écg / Author reviewer approval signatures
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