compounding.gr CGR-BP-001

YOaTIKA KPEMa KAAauivng

Aqueous Calamine Cream

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

Kpéua ¢ depuaTikn xpron
Cream ¢ cutaneous use

Hvwuévo BaaiAeto / United Kingdom ¢ CGR-BP-001 ¢ Mnyr / Source edition: 2016

1. Z0vOeon avagopdg / Reference formula

MéyeBoc avapopdc / Reference batch: 1000 g

ZvoTaTLKO / Ingredient MoootTnta mnyng / Source
quantity

KoaAauivn 409

Calamine

O&e{6lo0 yevdapyLpov 3049

Zinc oxide

Yypri napagivn 200 g

Liquid paraffin

AUTOYQAQKTWHUATOMOLOVEVOG HOVOOTEATIKOG YAUKEPLAEDTEPQG 5049
Self-emulsifying glyceryl monostearate

FaAaKTWHaTONoldG KNPdG KETOUaKpoydAng BP 509
Cetomacrogol emulsifying wax BP

dawvoEvatBavoin 59
Phenoxyethanol
KekaBapuévo 0dwp, mpdogpata BPaouévo Kal YuxOEv g.s. ad 1000 g

Freshly boiled and cooled purified water
g.s. ad = guunAfpwon éw¢ TeAkr paa/dyko. Ta €0pn 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 — ocobvoyn / Source method — synopsis

TAETe KNPOS KoL povooTeaTiké e0Tépa- MpooBéoTte mapapivn otoug nepimov 60 °C. AlaADOTE TN
@avoEvatBavoAn oe mepimov 620 g VEaTo¢ oToug 60 °C. MpoabéaTe TNV EAALWdN 0TNY LOATLKA EACN KL
oavadeboTe PEYPL YOENG. ZLUPNANPWOTE TN Bdon ota 930 g. EvowpaTtwoTe TG ActoTtpBnuéveg kévelg (70 g).
Melt wax and monostearate; add paraffin at about 60 °C. Dissolve phenoxyethanol in about 620 g water at 60
°C. Add oil phase to water phase and stir during cooling. Adjust the base to 930 g; incorporate the triturated
powders (70 g).

3. Znueio movu anattei mpoooyn / Point requiring attention

To avaAvTikd éplo apopd otolxelakd Zn, 6xtL ZnO.
The assay limit refers to elemental Zn, not ZnO.
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CGR-BP-001 ¢ EAcyXOl KOl TEKHNPLWON

Quality review and local adoption record

4. EAey)ol TIOL ava@EéPovVTalL OTNV TNYR / Source tests
Zn: 4.3-5.2% w/w

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

EAeyyxog €kBe0nC 0g KOVELG KAl EMUOALVONG HETOED TTOPACKELWV.
Control powder exposure and cross-contamination.

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 — Aqueous Calamine Cream

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

Ekd6TNnG BP — n napoloa ovvOeon eAéyxOnke oto apxeio tov xpriotn / BP publisher — formula reviewed in supplied file
CGR-BP-010 * Cetomacrogol Emulsifying Wax

Anédoon epyaciog GR/EN, 6t emionun petdepaon. MARpng napamnounr/URL kat SHA-256 0Tto unTtpwo JSON. H éykplon Kot Ta dtkatwpata dnudotag
avadnpooievong mapapévouy 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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