compounding.gr CGR-BP-011

KPpEéMa KETPLMIONG - aoLpPWVIa TTNYAC

Cetrimide Cream

MHN EKTEAEITE - Acup@wvia otnv mnyn
DO NOT COMPOUND - Source discrepancy

Kpéua ¢ depuaTikn xpron
Cream ¢ cutaneous use

Hvwpévo BaaiAelo / United Kingdom ¢ CGR-BP-011 ¢ MNnyr / Source edition: 2016

1. Z0vOeon avagopdg / Reference formula

MéyeBoc avagpopdc / Reference batch: 1000 g (source formula)

ZvoTaTLKO / Ingredient MoootTnta mnyng / Source
quantity

KeTpuidn 5¢g

Cetrimide

KntooteapuAkri aAkoOAn 5049

Cetostearyl alcohol

Yypn napagivn 500 g
Liquid paraffin

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

H nnyn neptypdeet TAEN Atnapric edong Kal yoAaKTwHatomnol{non otoug nepinov 60 °C, ye TeAKA avaywyn
MACoC HETA TNV YOEN. Acv ekd(BeTAL EVTOAR EKTEAEONG HEXPL EMIALONG TNG TEPLEKTIKOTNTAC.

The source describes oil-phase melting and emulsification at about 60 °C, followed by final mass adjustment
after cooling. No execution instruction is released until the strength discrepancy is resolved.

3. Znueio mou anaitei mpoooyn / Point requiring attention

H ovvtayr 6{vet 5 g/1000 g = 0,5% w/w, v n napdypaeog LABELLING Ttov aveBaouévouv PDF avagépel 5% w/v 6Tav dev
dNAWVETAL MEPLEKTIKOTNTA. AnatTe(Tal EAeyxoc oTny en{onun Tpéxovoa BP- dev 610pBWONKE olwmnpd.

The formula gives 5 g/1000 g = 0.5% w/w, while LABELLING in the uploaded PDF states 5% w/v as the default. Check the current
official BP; no silent correction has been made.
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CGR-BP-011 ¢ EAcyXOl KOl TEKHNPLWON

Quality review and local adoption record

4. EAey)ol TIOL ava@EéPovVTalL OTNV TNYR / Source tests
Cetrimide: 88.0-106.0% of label claim

H obvoyn dgv amoteAel avaAuTtiké SOP. Tavtonoinon, detypatoAnyia, péBodot, mpdTuna avaopdc Kot pikpoBLakr motdTnTa
eAéyyovTal oo mpwTtdTLMo. / This synopsis is not an analytical SOP. Check identification, sampling, methods, reference standards
and microbial quality in the original.

5. NepLékTNnG, @UAAEN Kal diapkela TNG MNYAG / Source container, storage and period
Agv kKaBop(Cetal oto andonaopa mov PeAeTAONKE. / Not specified in the reviewed extract.

Aev evtomniotnke aplOunTké BUD oto Xpnotuomolnuévo Kelevo. Agv anodi{detal avtéduata TIUA.
No numerical BUD was found in the text used. No automatic period is assigned.
To avapepduevo SldoTnua LoyOeL Pdvo e TIC MPOUMOBETELG TNG CLUYKEKPLUMEVNG TINYAG. I0TOPIKEG TIHEG XPELGToVTaL EMAVEAEYYO.

MeTd TO dvotypa dev vnepBaiveTal n cuvoAtkr) AREN. / Source periods depend on the exact source conditions. Historical values
require review. In-use periods cannot extend overall expiry.

6. Tomik6G @apuaKeLTIKOG éAey)xoG / Local pharmacy assessment

Mpw and napaokevn: EAEYX0C TALTATNTAG/MOOTNTOC MPWTWY LAWY, CLUUBATATNTAG KAl KATAAANASTNTAG Yla TOV AoBEVH.
Before compounding: check raw-material identity/quality, compatibility and patient suitability.

Kpéua  deppatikr xprion. Ovopa/meplekTKOTNTA, MOoSTNTA, MAPTdaA, nuEpounvia, eykekpluévo BUD, @OAAEN Kol EEATOULKEVEVES
odnylec.
Cream ¢ cutaneous use. Name/strength, quantity, batch, date, approved BUD, storage and individual directions.

Medio mpog cupnAnpwon / Field to complete Kataypaen / Entry

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

YroAoylopol, éAeyxog dAatog/evuddTtwaong, anédoon / 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, EYKP(vwy, nuepounvia / Preparer, checker,
approver, date

7. MpoéAsvon KaiL ouvdedepéveg Baocelg / Provenance and linked bases

British Pharmacopoeia 2016 — Cetrimide Cream
Apxelo mov 866nke / Supplied file: BP/Cetrimide Cream - British Pharmacopoeia.pdf
Ekd6TNnG BP — n napoloa ovvOeon eAéyxOnke oto apxeio tov xpriotn / BP publisher — formula reviewed in supplied file

Anédoon epyaaoiag GR/EN, éxt emionun petagpaaon. MARpng napamopmnri/URL kat SHA-256 oto pntpwo JSON. H éykplon Kat Ta dikatwpata dnudatag
avadnpoolevong napapévouvy mpog 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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