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KOpLo deATio kKalL apyxeio mapTidag

MpdTumo npog TomkA emoTNUovVKY agloAdynaon kat £ykplon. Agv elval eykekplpévo SOP ouykekpLuévou epyaatnpiov.
2TaOWOC Xp. ZIKAALAG / Stasinos Chr. Sikalias

Medio epappoyng

MeTtaTtpomnr BLBALOYPAPLIKAC Hovoypaiag o eAeyXOEVO TOTILKO SeATIo.

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.

Awodikaoia

1. EmMAEETe akpLBA povoypagia Kal €kdoon. MeAetrioTte olvBeaon, eEaPTACELS, EKKPEUOTNTEG KOl
KoBeoTWG MNYAC TP and viobétnaon.

2. 210 KUpLo deAtio oplote VAECG, mpodLaypaéc, néyebog mapTidag, eEonAloud, oTddLa, KploLueg
TMOPAUETPOLE KAl EAEYXOULC.

3. TekunpwwoTe ocvokevaola, ETIKETA, OLVBAKEC POAAENG Kal Bdon BUD. Zuvdéote kKABe apltOUNTIKS
OpLO E OLUYKEKPLUEVN TINYH 1] TOTKA MEAETN.

4. EkdwoTte keVO OANO TapT(dOC e povadLkd aplBud Kal obvdeon mpog TNy evepyr] €KkGoon Tou
KOpLov deATiov. Mn xpNOLUOTIOLE{TE CLUUMANPWEVO PUAAO TIPONYOVUEVNG AP TIBAC WS Véo.

5. Kataypdyte evépyeleg Kal HETPHOELG TN OTLYHNA KTEAEONC. AlopBWOTE He dlathipnon apxLkAG
eyypaoenc, attia, nuepounvia Kat vrtoypa@n: éxL avadPouLK KATAOKELH OTOLXE(WY.

6. O eAeyYKTACG CLPEWVE( DAEG, eTIkETECG, anddoan, QC kal amokA{oeLg Py amnd vmoypaen
anodéapevong. Apxelobetrote Ye mpdoBaacn Kot xpdvo dlatripnong mov opi(Cel To Ttomké mAaiato.
KpLTApLo dlakomAg

Kevd kpilowa nedia i un Tavtonowjolun naptida: anaydpevon anodéopevonc.

Apyxela: F-002, F-003

NMnyéc KaL 6pLa EQaPHOYAG

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/

AEMPS PN/L/PG/001/00 — Elaboracién de procedimientos
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_001_
00.pdf

MpwTtdTLMN CLVTOKTIKA C0OVBEON aMd TIC MAPATAVW TMNYEG. Agv LTOBNAWVETAL €YKPLON TOL EKEATN TOULG.

Tomkr ék6oan: Evapén woxdog:
JUVTAKTNG: EAeYKTAG: EYKPLON QOPUAKOTIOL00:
YMoypa@Eg / nUEPOUNVIEG: Enépevn avaokomnnon:
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Master formulation and batch record

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

Converting a bibliographic monograph into a controlled local master record.

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. Select the exact monograph and edition. Review formula, dependencies, unresolved issues and
source status before adoption.

2. In the master record define materials, specifications, batch size, equipment, stages, critical
parameters and checks.

3. Justify packaging, label, storage conditions and BUD. Link each numerical limit to a specific source
or local study.

4. Issue a blank batch record with a unique number linked to the active master version. Do not reuse a
completed previous batch record as a new one.

5. Record actions and measurements when performed. Correct while preserving the original entry,
reason, date and signature; never reconstruct invented data.

6. The reviewer reconciles materials, labels, yield, QC and deviations before signing release. Archive
with access and retention defined by local requirements.
Stop criterion

Missing critical entries or untraceable batch: do not release.
Records: F-002, F-003

References and applicability

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/

AEMPS PN/L/PG/001/00 — Elaboracién de procedimientos
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg 001_
00.pdf

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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