compounding.gr CGR-ES-015

Kpépa ovpiac 15% AEMPS

Urea cream 15% AEMPS

MHN EKTEAEITE - Ekkpepei Bdon 1 diadikaoia
DO NOT COMPOUND - Vehicle or process unresolved

Kpéua ¢ depuaTikn xpron
Cream ¢ cutaneous use

lonavia / Spain « CGR-ES-015 ¢ lMnyrj / Source edition: 2003

1. Z0vOeon avagopdg / Reference formula

MéyeBoc avagpopdc / Reference batch: 100 g

ZvoTaTLKO / Ingredient MoooTnta mnyng / Source
quantity

Ovpla 15¢g

Urea

Mn oviké yaAdkTwpa eAaiov og 06wp 1 AEMPS g.s.ad 100 g

Non-ionic O/W emulsion 1 AEMPS

g.s. ad = oguunAfpwon éwg TeAkr pada/dyko. Ta e0pn Kal oL EVOAAAKTIKEG amattolv emAoyr piag ovvtaynig. / g.s. ad = make up to final
mass/volume. Ranges and alternatives require selection of one formula.

2. Mé€00ob0o¢ TnG mnyng — covvoyn / Source method — synopsis

H ninyr} dlaAdeL ovpla otnv vVBATIKA edon Kat anattel yaAokTwuatonolnon xwpig 6€puavan.
The source dissolves urea in the aqueous phase and requires emulsification without heating.
3. Znueio movu anattei mpoooyn / Point requiring attention

H yevikr) Bdon EX010 neptypdoetal ev Oepuw. Anatteital Tekpunpiwon yoxprig pebddou. H mnyr anokAsiel veoyvd kat déppa pe

BAGBeC.
General base EX010 uses heat. A cold-process method must be documented. The source excludes neonates and damaged skin.
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compounding.gr CGR-ES-015

CGR-ES-015 ¢ 'EAsy)xol KOl TEKHNPiwoN

Quality review and local adoption record

4. EAey)ol TIOL ava@EéPovVTalL OTNV TNYR / Source tests

AELKH OTIATIVA KPEuQ.
White glossy cream.
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

AdLapavéc Balo, KaAd KAewoTd, <25 °C.
Opaque jar, well closed, <25 °C.

3 urveg.

3 months.

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 KATAAANASTNTOG OLUOTATIKWY: APLYSAAEAQLO.
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, kplowweg 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
FN/2003/P0/029 UREA, CREMA AL 15% DE

MpwToyevAg enionun minyr / Primary official source

EXTERNAL * FN/2003/EX/010 EMULSION O/A NO IONICA 1

Anédoon epyaciag GR/EN, ot emionun petdepaon. MARpng napamnounr/URL kat SHA-256 0To unTpwo JSON. H éykplon Kot Ta dtkatwuata 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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https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_029.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_010.pdf

