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Moo Ipa SLAADHATA, CLPOTILA KAL EVALWPHHATA

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

2TaOWOC Xp. ZIKAALAG / Stasinos Chr. Sikalias

Medio epappoyng

Mn otel{peg MOOIHEG LYPEC MOPQEC E €LOIKA eyKEKPLUEVO KOpLo deAT(o.
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. EAéyETe SlaAvTOTNTA A AvdYKN Evolwpnong, KATAAANAGTNTA eKEOXWY YLa TOV 0BV KoL aKpLBr
HOPQN TNG BPACTIKNAG.

2. EmBeBaiwote motdtnta vepol kot oxfuatog. H napovala oakydpou | cuvtnenTIKoL 6gv
amodelkvOeL amd puévn NG PkpoBLloAoyikr otabepdTnTa.

3. AkoAouvBrioTe TNV €161KA oelpd dldAvong, dlaBpoxnc Kat dlaomnopdc. Kataypdyte Bepuokpaaia,
XPOVO KOl OVAULEN: UN METOQEPETE MAPAUETPOLG amtd GAAO TipoidVv.

4. Atevkpviote €dv n inyn anottel TeAk paa, TeAkd Oyko 1} mpoodrikn opLoUéVOL OXAHATOC.
EAéyETe Bepuokpaoia mpv amnd TeAKH oykouétpnon Omouv ennpedlel Tov dyKo.

5. Epapudote KaTdAANAOLG EAEyXOULG EupAvionGg, pH, anédoong, emavadlaonopdc Kat opoloyévelag. Ot
nopatnPAoeLg dev vrtokaBLoTolY avaykaia MOcoTIKY avdAvon.

6. EAéyETe oupBaTdTNTA MEPLEKTN KOL dOoOLETPLKOD Péoov. H obnyla avakivnong mpémnet va
otnpi{feTal oe eAeypévn enavadlaomopd Katl va e{val Katavontr otov xpriotn.

KpLTApLo dlakomAg

Mn avaoTpéyiun kabilnon, dlaxwplopdg, dyvwaoto BUD A adleukpiviotn TEALKA MEPLEKTIKATNTA:
Kapavtiva.

Apxela: F-003, F-005, F-006

Mnyécg KaL 0pLa EQAPHUOYAG

AEMPS PN/L/FF/004/00 — Jarabes
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-form
as-farmaceuticas/pn_|_ff 004_00.pdf

AEMPS PN/L/FF/007/00 — Soluciones
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-form
as-farmaceuticas/pn_|_ff_007_00.pdf

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

MPWTATLIN CLVTOKTLKY cOVOEDN amd TG MOPATAVW TNYEG. Agv LTIOBGNAWVETAL £yKPLON TOL €KBATN TOLG.

Tomkr ék6oon: Evapén woxvoc:
JuVTAKTNG: EAeyKTAG: EYKPLON QOPUAKOTIOL00:
Ynoypagég / nuepounvieg: Endéuevn avaokdénnon:
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Oral solutions, syrups and suspensions

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

2TaOWOC Xp. ZIKAALAG / Stasinos Chr. Sikalias

Scope

Non-sterile oral liquids under a specifically approved 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. Check solubility or the need for suspension, patient suitability of excipients and the exact

active-substance form.

2. Verify water and vehicle quality. Sugar or preservative presence alone does not establish
microbiological stability.

3. Follow the specific dissolution, wetting and dispersion sequence. Record temperature, time and
mixing; do not transfer settings from another product.

4. Clarify whether the source requires final mass, final volume or addition of a specified vehicle. Check
temperature before final volumetric adjustment where relevant.

5. Apply suitable appearance, pH, yield, redispersibility and uniformity checks. Observations do not
replace required quantitative analysis.

6. Check container and dosing-device compatibility. Shaking instructions must reflect demonstrated
redispersibility and be understandable to the user.

Stop criterion
Irreversible settling, separation, unsupported BUD or uncertain final strength: quarantine.

Records: F-003, F-005, F-006

References and applicability

AEMPS PN/L/FF/004/00 — Jarabes
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-form
as-farmaceuticas/pn_|_ff_004_00.pdf

AEMPS PN/L/FF/007/00 — Soluciones
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-form
as-farmaceuticas/pn_|_ff_007_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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