compounding.gr CGR-BP-017

‘Evudpn alowgn - EAalWdNG Kpépa BP

Hydrous Ointment

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

Kpéua ¢ depuaTikn xpron
Cream ¢ cutaneous use

Hvwpévo BaaiAelo / United Kingdom ¢ CGR-BP-017 ¢ MNnyr / Source edition: 2016

1. Z0vOeon avagopdg / Reference formula

MéyeBoc avapopdc / Reference batch: 1000 g

ZvoTaTLKO / Ingredient MoootTnta mnyng / Source
quantity

ANOLQr] OAKOOAWVY AavoAivng BP 500 g

Wool alcohols ointment BP

davoguatbavoin 109

Phenoxyethanol

Anognpapévo Beukd payvriolo 59

Dried magnesium sulfate

KekaBapuévo 0dwp, mpdogpata BPaouévo Kal YuxOEv g.s. ad 1000 g
Freshly boiled and cooled purified water
g.s. ad = guunAfpwon éwg TeAkr pala/dyko. Ta e0pn KAl oL EVOANAKTIKEG amattolv emAoyr piag ovvtayig. / g.s. ad = make up to final

mass/volume. Ranges and alternatives require selection of one formula.

2. M€60b0G TnG mMNyng — ocobvowyn / Source method — synopsis

AlaADOTE oLVTNPNTLKS KAl AAaG o€ Bepud LOWP WOTE va MpokOYouy mepPiov 500 g vdaTikig edong. THETE TN
Bdon otoug mepinov 60 °C. MpooBéote oTadlakd TNV LBATIKA Edon otnv (Bla Bepuokpacia pe Evtovn
avddevon. WOETe kal cuunAnpwote ota 1000 g.

Dissolve preservative and salt in warm water to about 500 g aqueous phase. Melt the base at about 60 °C.
Gradually add the aqueous phase at the same temperature with vigorous stirring. Cool and adjust to 1000 g.

3. Znueio mou anaitei mpoooyn / Point requiring attention

H ninyr avagépetl eNavevowPdTwon dlaywplopgévou 06aTog pe avddevon: n Tomkr anodéopevon anattel a§loAdynon kdbe
METABOANG.
The source mentions stirring to reincorporate separated water; local release still requires assessment of any change.
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4. EAey)ol TIOL ava@EéPovVTalL OTNV TNYR / Source tests

Agv peTaQEpOVTaL EOIKA apOUNTIKA dpla £6W. EpapudlovTal ot OXETIKEG YEVIKEG Kal ELOLKEG HOVOYPAP(EC.
No specific numerical limits are reproduced here. Relevant general and individual monographs apply.
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

Mn amoppo@nTIKAOC MEPLEKTNG.
Non-absorbent container.

Aev evtomniotnke aplOunTké BUD oTo Xpnotuomolnuévo Kelevo. Agv anodidetal avtéduata TIUA.
No numerical BUD was found in the text used. No automatic period is assigned.
To avagepduevo SldoTnua LoyxOeL PdVo HE TIC MPOUTOBETELG TNG CLYKEKPLHMEVNG TINYAG. IOTOPLIKEG TIHEG XPELGToVTAL EMAVEAEYYO.

MeTd To dvotypa dev vnepPaiveTatl 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 éAeyxoG / Local pharmacy assessment

EAeYX0G KATAAANAOTNTOG OLUOTATIKWY: AAVOALVN.
Assess suitability of declared excipients and allergen sources.

Kpéua  deppatikr xprion. Ovopa/meplekTkOTNTA, MOCHTNTA, MAPTda, nuepounvia, eykekpLluévo BUD, @OAAEN Kol EEXATOULKEVEVES

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

Medio mpog cupnmAnpwon / Field to complete Kataypaen / Entry

‘Ekdoan SOP, eEonAlopdg, kploweg napduetpol / SOP, equipment, critical
parameters

YnoAoylopol, éAeyxog dAatog/evuddtwaong, anédoon / Calculations, salt/hydrate,
yield

AnoteAéopata QC, amokAloelg, andépaon / QC results, deviations, decision

Tomuk6 BUD, tekurplo, mepLtékTng kat gOAagn / Assigned BUD, evidence, container,
storage

MapaoKeELAOTAC, AVEEAPTNTOC EAEYKTNAG, EYKP(vwY, nuepounvia / Preparer, checker,
approver, date

7. NpoéAevon kKaL ovvdedepéveg Baoelg / Provenance and linked bases

British Pharmacopoeia 2016 — Hydrous Ointment
Apxelo mov 666nke / Supplied file: BP/Hydrous Ointment - British Pharmacopoeia.pdf
Ekd6TNnG BP — n napoloa obvOeon eAéyxOnke oto apxeio touv xpriotn / BP publisher — formula reviewed in supplied file

CGR-BP-023 * Wool Alcohols Ointment

Anédoon epyaoiag GR/EN, éxt emionun petdgpaon. MAfpng napamopnr/URL kat SHA-256 oto pntpwo JSON. H éykplon Kat Ta dikatwpata dnudoLag
avadnuooievong nmapapévouy pog tekunpiwaon. / 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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