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YOaTIKA Kpépa

Aqueous Cream

IZTOPIKH EKAOZH - ‘EAgyX0G LOYXDOG TIPLVY aTtd vIoBEéTNON
HISTORICAL EDITION - Review currency before adoption

Kpéua ¢ depuaTikn xpron
Cream ¢ cutaneous use

Hvwpévo BaaiAeto / United Kingdom ¢ CGR-BP-002 ¢ MNnyr / Source edition: 2016

1. Z0vOeon avagopdg / Reference formula

MéyeBoc avapopdc / Reference batch: 1000 g

ZvoTaTLKO / Ingredient MoootTnta mnyng / Source
quantity

FoAakTwpatonoldég adowpr BP 30049

Emulsifying ointment BP

davoguatbavoin 109

Phenoxyethanol

KekaBapuévo 0dwp, mpdogpata BPaouévo Kat YuxOév g.s. ad 1000 g

Freshly boiled and cooled purified water

g.s. ad = oLUMARPWON €wWG TEALKH HAZa/6yKo. Ta 0PN Kat oL EVOAAAKTIKEG anatTtolv emAoyn piag ouvtayng. / g.s. ad = make up to final
mass/volume. Ranges and alternatives require selection of one formula.

2. Mé€00od0o¢ TnG mnyng — ogvvoyn / Source method — synopsis

AlaAOOTE TN @avoEvatbavoAn oe Bdwp mepimov 60 °C uéxpt mepimov 700 g StaAbuaToc. TAETE TN Bdon Kat
EVOWMOTWOTE TNV LOATLKA Pdon dTav Kat ot 600 el{val mepinov 60 °C. AvadedoTte Aria PéxPL YOENC KAt
OLUMANPWOTE ota 1000 g.

Dissolve phenoxyethanol in water at about 60 °C to approximately 700 g solution. Melt the base and add the
aqueous phase with both at about 60 °C. Stir gently during cooling and adjust to 1000 g.

3. Znueio movu anaitei mpoooyn / Point requiring attention

EnoAnBe0oTe CLUUBATAOTNTA MPLY TN XPHON WG APALWTIKOV. H aAAayry cuvTneNnTIKoL XpeldleTal Tekunplwon Kat dAwon.
Confirm compatibility before use as a diluent. A preservative change requires supporting evidence and declaration.
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4. EAey)ol TIOL ava@EéPovVTalL OTNV TNYR / Source tests

Fevikr Hovoypapio NULOTEPEWVY.
General monograph for topical semi-solids.
H obvoyn &ev amoteAel avaAvtikd SOP. Tavtonoinon, detypatoAnyia, péBodot, mpdTuna avapopds Kat Hikpoflakh modTnTta

eAéyyovtal aTo mpwTtdTLmo. / This synopsis is not an analytical SOP. Check identification, sampling, methods, reference standards
and microbial quality in the original.

5. NepLékTNG, @UAAEN Kal didpkela TNG MNYAG / Source container, storage and period
Aegv kaBopileTal oto andonooua mov PeAeTBNKE. / Not specified in the reviewed extract.

Aev evtomniotnke aplOunTké BUD oTo Xpnotuomnolnuévo Kelevo. Agv anodidetal avtéduata TIUA.

No numerical BUD was found in the text used. No automatic period is assigned.

To ava@pepduevo SladoTnua LoyOeL PdVo HE TIC MPOUTOBETELG TNG CLUYKEKPLUMEVNG TINYAG. I0TOPLIKEG TUHEG XPELGToVTAL EMAVEAEYYO.
MeTd To dvotypa dev vnepPaiveTal n cuvoAtkr) AREN. / Source periods depend on the exact source conditions. Historical values
require review. In-use periods cannot extend overall expiry.

6. Tomik6G PapHaKeLTIKOG éAey)oG / Local pharmacy assessment

Mpw amnd napaokKeLr: EAEYX0G TALTOTNTAG/MOLOTNTAG MPWTWY LAWY, OLUBATOTNTAG KOL KATAAANAGTNTAG Yla TOV 000EVH.
Before compounding: check raw-material identity/quality, compatibility and patient suitability.

Kpéua * deppatikr xprion. Ovopa/meplekTKOTNTA, MOCOHTNTA, MAPTdA, NnUEpounvia, eykekpLluévo BUD, @OAAEN Kol EEATOULKEVEVES

odnylec.
Cream ¢ cutaneous use. Name/strength, quantity, batch, date, approved BUD, storage and individual directions.

Medio mpog cupnmAnpwon / Field to complete Kataypaen / Entry

‘Ek6oan SOP, eEonAloudg, kploweg mapdpetpol / SOP, equipment, critical
parameters

YrnoAoylopoi, éAeyxog dAatog/evuddtwaong, anddoon / Calculations, salt/hydrate,
yield

AnoteAéopata QC, anokAloelg, anégaon / QC results, deviations, decision

Tomkd BUD, tekurplo, mepléktng kat OAaEn / Assigned BUD, evidence, container,
storage

MapaoKeELAOTAC, AVEEAPTNTOC EAEYKTAG, EYKPvwY, nuepounvia / Preparer, checker,
approver, date

7. NpoéAevon kKaL ovvdedepéveg Baoelg / Provenance and linked bases

British Pharmacopoeia 2016 — Aqueous Cream

Apxelo mov 666nke / Supplied file: BP/Aqueous Cream - British Pharmacopoeia.pdf

Ekd6TNG BP — n napoloa ovvBeon eAéyxOnke oto apxeio Touv xpriotn / BP publisher — formula reviewed in supplied file
CGR-BP-014 * Emulsifying Ointment

Andédoon epyaciog GR/EN, ot emionun petdepaon. MARpng napamnounr/URL kat SHA-256 0to unTtpwo JSON. H éykplon Kot Ta dikatwpata dnudotag
avadnuoaoievong nmopapévouy pog tekunpiwan. / GR/EN working adaptation, not an official translation. Full URL and SHA-256 in the JSON register.
Approval and public reuse rights remain to be documented.
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