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HULOTEPER, YOAGKTWHATA KL YEAEC

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

2Taowdg Xp. ZikaAldg / Stasinos Chr. Sikalias

Medio epappoyng

AEPUOTIKEG YN OTE(PEC HOPPEC: €1OLKH 006¢ amalTel XwPLoTH KAaTAAANAdTNTA.
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. EmaAnBebote tavtédTnTa BAoNnG, TOTO YOAAKTWHATOC KAl cUPBATOTNTA HpaoTIKAG, pH Kat
ovvTNENTIKOD. Mn Bewpeite LOOBOVAPEG EUMOPLKEC BAOELC.

2. OploTte anattobpevn AstotpiBnon, dlaBpoxn A dldAvon. EmAEETe guuBaTd BondNTKA XWwpP(g
avBaipetn npocbrikn véou ekdbdyov.

3. TnproTe EexwpPLoTd TIC BepoKpaaiec pATEWY Kal TN gelpd TPooBrkNG TNG €WBLKAC neEBSLoU.
Kataypdyte To MpayuaTtikd BepULKS LoTOPLKO.

4. KaBoplote avdulEn kot Yogn yla amo@uyr avouoLloyEvELaG, EYKAWRLOUOoD aépa A
anootabeponoinong. AAayr oLOKELAG xpeLdleTal agloAdynaon.

5. EAéyETe epupdvion, ovooWUATWHATA, dlaxwpLlond, anddoon Kat érov anattel{tal pH/peoAoyiki
OULUTEPLPOPA/TEPLEKTIKOTNTA HE KATAAANAEC EBSHOLG.

6. MANPWoTE oLUPBATS MEPLEKTN KAl EAEYETE KaBapr moodTNTa Kol KAE{oLHo. AELoAOYAOTE TNV
enidpaon tn¢ xpriong o€ B&o évavti cwAnvapiov oto BUD.

KpLTApLo dlakomAg
AcuuBaTtéTNTA, KUN OVOOTPEPLUOC dlaxwPLoUdC i dyvwaTtn Bdon: un anodéopevan.

Apyxela: F-003, F-005, F-006

NMnyéc KaL 6pLa EQaPHOYAG

AEMPS PN/L/FF/002/00 — Emulsiones
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-form
as-farmaceuticas/pn_|_ff_002_00.pdf

AEMPS PN/L/FF/006/00 — Pomadas
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-form
as-farmaceuticas/pn_|_ff 006_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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Semisolids, emulsions and gels

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 cutaneous forms; other routes require separate suitability assessment.

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 base identity, emulsion type and compatibility of active, pH and preservative. Do not assume

commercial bases are interchangeable.

2. Define required comminution, wetting or dissolution. Choose compatible aids without arbitrarily
adding a new excipient.

3. Follow the phase temperatures and addition sequence of the specific method. Record actual
thermal history.

4. Define mixing and cooling to control heterogeneity, air entrapment or destabilisation. Equipment
changes require assessment.

5. Check appearance, agglomerates, separation, yield and, where required, pH/rheology/assay using
suitable methods.

6. Fill a compatible container and check net quantity and closure. Assess the effect of jar versus tube
use on BUD.

Stop criterion

Incompatibility, irreversible separation or unknown base: no release.
Records: F-003, F-005, F-006

References and applicability

AEMPS PN/L/FF/002/00 — Emulsiones
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-form
as-farmaceuticas/pn_|_ff_002_00.pdf

AEMPS PN/L/FF/006/00 — Pomadas
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-form
as-farmaceuticas/pn_|_ff_006_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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