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KOvelG Kal OKANPG KapyakKila

MpdTumo npog TomkA emoTNUovVKY agloAdynaon kat £ykplon. Agv elval eykekplpévo SOP ouykekpLuévou epyaatnpiov.
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Medio epappoyng

Mn otel{peq O0TEPEEC HOPPEG UE EAEYHEVN OUOLOYEVELD KAl TTEPLOPLOUS €KBEONG.
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.

Awadikaoia

1. EmBefatwote KaTtaAANASdTNTA dpaoTIKAG, apalwong, KEADQOUG Kol 50GOAOYLKAG HovAdac. EAEyETE
duvaTdTNTA ACPAAOVG YXELPLOPOD OKOVNG.

2. Kataypdyte Katavour HEyEBoLC/LBLOTNTEG KOVEWY OToL eMNPEATOLY AVAMLEN KOl dlaywploud. Mn
xpnowdotnote{te anAr MARPwaon 0yKou WG anddelEn MEPLEKTIKOTNTAC.

3. EKTEAEOTE QVEEAPTNTO EAEYYXO LTTOAOYLOUWVY KL TUXOV TPOUIYHATOGC. EQapudaTe TNV TEKUNPLWHEVN
akoAovBia apaiwong Kat avauEnc.

4. EAéyETe KaBapdTNTA, PUBULON KAl XWwPNTIKOTNTA €E0MALOUOD MARPWONG. KaTaypdyTe anmwWAELEC,
opLOPS Hovadwy Kat btdAoLmna.

5. Alevepyriote eAéyxoug palag Kol émou amnatte{tal opolopop®iac MEPLEKTIKOTNTAC HE KATAAANAN
delypatoAnyia. 16wa pda v ouvendyetal (dla moodtnTta HPACTIKAG.

6. EmAéETe mpooTtaoia and vypaoia/ewe Bdoel TekuNPlwong. ZVHEWVYAOTE APLOUS MAPATKEVACHEVWY,
EAEYXOEVTWY, ATIOPPLPBEVTWY KoL TTOPAD0BEVTWY HOVEDWVY.

KpLTApLo dlakomAg
Avenapkrc opotoyévela i aduvvapuia agléniotng C0ylong/meploplapol €kBeong: dlakomr.

Apyxela: F-003, F-005

NMnyéc KaL 6pLa EQaPHOYAG

AEMPS PN/L/FF/001/00 — Céapsulas duras
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-form
as-farmaceuticas/pn_|_ff_001_00.pdf

AEMPS PN/L/OF/001/00 — Pesada
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-operaciones-farmace
uticas/pn_|_of 001_00.pdf

NAPRA — Guidance Document for Non-sterile Preparations
https://www.napra.ca/publication/guidance-document-for-pharmacy-compounding-of-non-sterile-preparations/

MpwTdTLIIN CLVTOKTLKY oOVBEDN amd TG MoPATdvw TNYEG. Agv LTIOBNAWVETAL £YKPLON TOL €KEETN TOLG.

Tomkr ékdoon: ‘Evapén woxvog:
JUVTAKTNG: EAEYKTAG: ‘Eykplon gappakomnotol:
YToypa@éc / NUEPOUNVIEG: Endépevn avaokomnnon:
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Powders and hard capsules

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

Non-sterile solid forms with controlled uniformity and exposure.

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. Verify active, diluent, shell and dosage-unit suitability. Check that dust can be handled safely.

2. Record particle-size and powder properties where they affect blending and segregation. Volumetric
filling alone does not demonstrate content.

3. Independently verify calculations and any premix. Apply the documented dilution and blending
sequence.

4. Check cleanliness, setup and capacity of filling equipment. Record losses, unit count and residues.

5. Perform mass checks and, where required, content-uniformity testing using suitable sampling.
Equal mass does not imply equal active content.

6. Select moisture/light protection from evidence. Reconcile prepared, tested, rejected and supplied
units.

Stop criterion

Inadequate uniformity or unreliable weighing/containment: stop.
Records: F-003, F-005

References and applicability

AEMPS PN/L/FF/001/00 — Cé&psulas duras
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-form
as-farmaceuticas/pn_|_ff_001_00.pdf

AEMPS PN/L/OF/001/00 — Pesada
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-operaciones-farmace
uticas/pn_|_of 001_00.pdf

NAPRA — Guidance Document for Non-sterile Preparations
https://www.napra.ca/publication/guidance-document-for-pharmacy-compounding-of-non-sterile-preparations/

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