compounding.gr CGR-FR-022

Alorpn XaAKoU kKalL pevdapyovpov Dalibour ywpic
KOH@OPQ
Copper and zinc ointment, camphor-free Dalibour

TEXNIKO MPOZXEAIO - EKKpPEMEL EMIOTNHOVIKA éyKpLON
TECHNICAL DRAFT - Scientific approval pending

Alowpr ¢ deppatiky xprion
Ointment ¢ cutaneous use

FoAA{a / France « CGR-FR-022 ¢ Mnyr / Source edition: 2008

1. Z0vOeon avagopdc / Reference formula

MégyeBog avagopdg / Reference batch: 100 g

ZvoTatiko / Ingredient MoocoétnTa mnyng / Source

quantity

OeUKOC XAAKOG TeEVTADOPLIKAG 0.10g
Copper sulfate pentahydrate

O©eukdG Yevdapyvpog emTadOPLKAG 0.35g
Zinc sulfate heptahydrate

OEe(bLo yevdapyLpov 10g
Zinc oxide
KekaBapuévo OOWP 109

Purified water

Avoudpn AavoAivn 2049
Wool fat
Aevkn BaleAlivn 59.55 g

White soft paraffin

g.s. ad = ouUMARPWON éwG TEALKH HATa/OyKo. Ta 0PN Kat Ol EVAAAAKTIKEG amatTtoly emAoyn piag ocvvtayrg. / d.s. ad = make up to final
mass/volume. Ranges and alternatives require selection of one formula.

2. M€06060G TnG mMnyng — oobvoyn / Source method — synopsis

Kookwiote ZnO ota 250 um. TAETe Atnapd €wg 60 °C, evowpatwaoTte ZnO Kat Yogte. MpooBéoTte Ta BELKA
dAata SlaAvpéva oTo DdWP.
Sieve ZnO at 250 um. Melt fats up to 60 °C, incorporate ZnO and cool. Add sulfates dissolved in water.
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CGR-FR-022 ¢ ‘EAsy)xoOl Kal TEKHNPiwoN

Quality review and local adoption record

4. EAey)ol TIOL ava@EéPovVTalL OTNV TNYR / Source tests
CuS04:5H20: 0.09-0.11% w/w; Zn: 7.20-8.90% 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 €kBeong o€ KOVELG Kal EMUOALVONG HETAED MOPACKELWY. EAEYX0C KATAAANAOTNTAC CLUOTATIKWY: AAVOALVN.
Control powder exposure and cross-contamination. Assess suitability of declared excipients and allergen sources.

Alowpry ¢ deppatikr xprion. Ovouo/mepLeKTIKOTNTA, MOoOTNTA, MoPTIdA, NUEPOPNVia, eykekpLuévo BUD, OAaEN Kat
€EATOULKEVUEVEG 0BNYieC.
Ointment ¢ 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. NMNpoéAevon kKaL ovvdedepéveg Baoelg / Provenance and linked bases
Pommade cupro-zincique (2008) (15/02/2012)

MpwToyevAg enionun minyn / Primary official source

Anédoon epyaoiag GR/EN, éxt enionun petdgpaon. MAfpng napamopnr)/URL kat SHA-256 oto pntpwo JSON. H éykplon Kat Ta dikatwpata dnuéoLag
avadnpooievong napapévouy 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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https://ansm.sante.fr/uploads/2020/10/23/pommade-cupro-zincique.pdf

