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CGR-ES-015 | 10.0

Kpéna ovpiac 15% AEMPS
Urea cream 15% AEMPS

TeAkr} BLBALOYpa@Lkr) avagopd / Final reference document

OploTIKA oLVVTAKTIKA anoégaon / Final editorial decision

Oplotikr BLBALOYpa@LKr eyypaer avAnTtuENG - 6ev amOTEAEl EKTEAEOLUO TIPWTOKOAAO yla aoBEVH.

H PO/029 anattel yadaktwpatonoinon xwplg 8€puavon, evw n napaneunduevn Bdon EX010 anattel O€ppavan
TWv 600 @doewv otoug 70-75 °C. H napoloa ékboan 6gv guvbudalel TG acOUBATEC 00NYiec o€ PN TEKUNPLWPEVN

ovvtayr. AAAN eunoptkr} Bdon f} AAAN oelpd EVOWHAETWONG anoTEAEl YWPLOTH MPOTAPPOYH ME SLKA TNG
Tekunpiwon.

H AEMPS ava@épel 3 NUEPOAOYLAKOUC HAVEG 08 abla@avég KaAd kAelopévo BAZo kdtw amd 25 °C. H dldpkela
KataypdeeTal wg 0dnyla tng mnyAg kat dev amodidetal wg BUD napaywynig 600 n akplrg diepyacia dev €xel
TeEKUNPLWOEel. Agv mapovoldletal véa HEAETN oTaBepdTNTAG ) HETPNON aw.

Final development reference - not an executable patient-compounding protocol.
PO/029 requires emulsification without heating, whereas its EX010 vehicle requires both phases to be heated to

70-75 °C. This edition does not combine these conflicting instructions into an unsupported recipe. Another
commercial vehicle or incorporation sequence is a separate adaptation requiring its own documentation.

AEMPS states 3 calendar months in a well-closed opaque jar below 25 °C. This is recorded as the source
instruction and is not assigned as a production BUD while the exact process is unsupported. No new stability
study or aw measurement is claimed.

Anaitovpeva tTekpRpla / Required evidence
Atevkpivion AEMPS 1] xwpLotr avanTtugn nmov emADEL To «Xwpi¢ Bépuavon» tTng PO029 évavtt 70-75 °C tng EX010.
AEMPS clarification or separate development resolving PO029 no-heating versus EX010 70-75 °C.

TavTomnolnuévn 1N LOVIKA aLTOYAAAKTWHATOoNoLo0heEVN oldtnta EXOL0 ue mAfpn TeXVIk& otolyela Kot 0dnyleg
mopaywyou.

Identified EX010 non-ionic self-emulsifying grade with complete technical evidence and supplier instructions.

Mpayuatikl HEAéTN akpLBolg obvBeanc yia ovpla/Gldonaacn, pH, KPLVOTAAAWGON, opoLOYEVELQ, Bour
YOAOKTWHOATOC Kal ouvthpnon o€ adlagavég Bado.

Actual exact-formula study of urea/degradation, pH, crystallization, uniformity, emulsion structure and

preservation in an opaque jar.

KpttApla kAeloipatog / Closure criteria

Zo@nAGg, EQapudoLun oELPd TPOoOBNKWY Kol €kBeonG ovplag oe Bepuokpacia, xwplc MPdabeTo Un SNAWHEVO BLaADTN
1l aAAayr} Bdong wg 6riBev (6la povoypagia.

Clear achievable addition sequence and urea temperature exposure, without undeclared solvent or a changed
vehicle labelled as unchanged source monograph.

ATOTEAéOUOTA EVTOG ALTIOAOYNUEVWY TTPOEYKEKPLHLEVWY 0plwv ae AN TNy vloBeTolevn eplodo kK&Tw amné 25 °C-
vroypaer anodéouevong MPayPaTIKAG apTidac.
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Results satisfy justified prospectively approved limits throughout the adopted period below 25 °C; actual batch
release is signed.

Mebio epapupoyng / Scope

TeAkn ekbotikr} andgaon tng 14.10.2026. Aev amnoTeAE! TILOTOMOLNTIKO £PYOOTNPLAKWY ATMOTEAECUEATWY 1
anodéopevon mopTidac.

Final editorial decision dated 14 October 2026. This is not a certificate of laboratory results or actual batch
release.

MNnyéc kaiL mapanopumnég / Sources and references

[1] AEMPS FN/2003/P0O/029, Urea, crema al 15% de

PDF p.2, sections 3-7; p.3 patient leaflet
https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_029.pdf

[2] AEMPS FN/2003/EX/010, Emulsién O/A no i6nica 1

PDF p.2, sections 3-4
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_010.pdf
[3] AEMPS PN/L/FF/002/00, Elaboraciéon de emulsiones

PDF pp.3-5; §4.1, 4.4, 4.6

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuti
cas/pn_|_ff 002_00.pdf

[4] USP General Chapter <795> FAQs, updated 1 November 2023

Q52, Q54-56, Q58-65, PDF pp.11-15

https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0

MpoéAevon KalL mpoéopaon otnv tnyn / Provenance and source access

H npoéAcuaon, n €Kk6oon Kot Ta dpLa TWY MAPEXOUEVWY QAMOCTIACUATWVY/BLRALOYPAPLKWY avapopwyv dlatnpoldvTal.
To kelpevo eival n napeyduevn kot avabewpnuévn eyypaen Sikalias, éxt véa mAfpng avadnuoaoicvon Tou
npwToTONov TNG NMNYAG. MpdoBaacn oto MAAPEC MpwTdTLTO YivETAL OTOV EM(ONUO €KEATN, HUE TNV AMALTOOUEVN
abeta rj ouvdpopr. Agv BNAWVETAL OTL EKKPEUEC alTnUa emavdypnong €xeL eyKpLOel.

Source provenance, edition and limits of supplied extracts/references are retained. This is the supplied and
revised Sikalias record, not a newly supplied complete publisher-original text. Consult the official publisher for full
originals under the required licence or subscription. No pending reuse request is represented as approved.

Z0v0eon avagopadc / Reference formula
Bdon / Basis: 100 g

ZvoTaTLKO / Ingredient Moooétnta / Quantity

Ouvpla 159
Urea
Mn vIkd yaAdkTwpa eAalov og 06wp 1 AEMPS g.s.ad 100 g

Non-ionic O/W emulsion 1 AEMPS

MpoanaiTobpeva / Prerequisites
CGR-ES-019 FN/2003/EX/010 EMULSION O/A NO IONICA 1

Meplypa@n okevaopatog / Preparation description

N€LKNA OTIATIVA KPEpa.
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White glossy cream.

References: [1]

Apaon kai xpron / Action and use
EvudaTtiki/kepatoAuTiky 6pdaon ovplac.
Hydrating/keratolytic action of urea.

References: [1]

Mpodlaypagic / Specifications
AELKH OTIATIVA KPEUQ.
White glossy cream.

References: [1]

®wg / Light

Agv mapéxeTal 6IKA pWTOOTABEPATNTA TOL TEALKOD TMPOIOVTOC. H aMaLTOOUEVN QWTOMPOOTAC( TOL MEPLEKTN,
epboov opiCetal, avagépetal atn GOAAEN.

Finished-product photostability is not specified. Any required container light protection is stated under Storage.

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTABEPOTNTAC TOL TEALKOD HiypaTog o0Te anaitnon adpavolg atudéoealpac.
Tnpe(tal o MEPLEKTNG TNG MNYAG.

No oxidative stability study of the finished mixture or inert-atmosphere requirement is provided. Use the source
container.

References: [1]

Nepo kat dtaAvtéTnTa / Water and solubility

H ovpla eival vbatodlaAvTh.

Yvotatikd tnG Bdong CGR-ES-017: MpomnuAevoyAukOAN: n avtiotown kabapr mpwtn VAN Katd JP elvat avapi&un
01O vEPG.

Juotatikd TnG Bdong CGR-ES-017: MeBulonapaBévn: n avtiotowxn kabapr nmpwtn VAN KaTd JP elvat Alyo dtaAvti
0TO vEPO.

Juotatikd TG Bdong CGR-ES-017: MpomnuAonapaBévn: n avtiotolxn kabapr mpwtn OAN kKatd JP elvatl moAD Alyo
SlaAvtr oto vepd.

Urea is water-soluble.

Component of base CGR-ES-017: Propylene Glycol: JP classifies the corresponding pure raw material as miscible in
water.

Component of base CGR-ES-017: Methyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as slightly soluble in water.

Component of base CGR-ES-017: Propyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as very slightly soluble in water.

References: [2], [7], [8], [9], [10]
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Yypaoia / Humidity

Oupla: vypookoTmikA MPWTN VAN.

Zvotatikd tng Bdong CGR-ES-017: MpomnuAevoyAukdAn: LYpPOooKoTILKH: KAE(VETE apéaw To doxelo HETA TN AjYN
NG amnattoduevNne moagdTnTagC.

JuotaTtikd TG Bdong CGR-ES-017: MpomuAevoyAvkOAN: n mpwtn OAN elval LypPOOKOTILKA KaTd JP.

Urea is hygroscopic.
Component of base CGR-ES-017: Propylene glycol is hygroscopic; close its container promptly after measuring.
Component of base CGR-ES-017: Propylene Glycol: the raw material is hygroscopic according to JP.

References: [2], [6], [7], [8]

Oeppokpacia / Temperature

Mo to TeAkd okebaopa n nyr opiCeL:
AdLaavéc BACo, KaAd kAelotd, <25 °C.

For the finished product the source specifies:
Opaque jar, well closed, <25 °C.

References: [1]

pH kaiL cupBatoTnta / pH and compatibility

Aev op(CeTal €1d1kéd €0pog pH TOL TEALKOD OKELAOHATOG. Agv TipooTiBeTaL PLOULOTHG PH XWPIG TEKUNPLWHEVN
aAAayr TnG obvBeanc.

No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.

References: [1]

AAAeG aAAnAembpaoclg / Other interactions

Aev napéxetal mARPNS 6ok ouuBaTtdTNTAC TOL PiyHaTOG UE MPSOBeTa dPATTIKA 1 dLapopeTIkA €kGoya. Ot
LTIOKATAOTACELG amalTolv XwpLloTH Tekunplwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.

References: [1]

Ewdikd otolxeia ovotatikwy / Ingredient-specific information

Tavtonoinon kat Bdon COylong:

e Oupla: 15 g.

* Mn ovkd YoAdKTwa eAalov og 0dwp 1 AEMPS: g.s. ad 100 g.

OL dnAwpEveG popeéc/moldTnTEG avrikouy otny akpBry cbveean tng mnyric.

Zvotatikd tne Bdong CGR-ES-017: MpomuAevoyAukdAn (1,2-mpomnavodldAn): dxpwpo, LEWdeC Lypd avauiELuo ue
vePD, ToL AetTtovpyel WG oLVYBLAADTNG KAt LYPAVTLKS. H napovoia TNG o€ PIKpH MoodTNTA HEV AMOOELKVOEL EMAPKA
guvtApnon.

Yvotatikd tnG Bdong CGR-ES-017: MponuAevoyAVKOAN: MPWwTn OAN HE XapaKTNPLopd SlaAuTtdTNTAG OTO VEPS
«avouigLun» katd JP.

2voTtatikd tne Bdong CGR-ES-017: MeBuAomapaBévn: mpwtn VAN UE XOPAKTNPLOUS SlaAvTdTNTAC 0TO vEPS «Alyo
SLoAvTA» Katd JP.

Juotatikd NG Bdong CGR-ES-017: MpomnuAomnapafévn: mpwtn OAN HE XAPAKTNPELOMS SLAALTOTNTOC OTO VEPD
«TOAD Alyo SlaAvthA» Katd JP.

Identity and weighing basis:

e Urea: 15 g.

* Non-ionic O/W emulsion 1 AEMPS: g.s. ad 100 g.

The specified chemical forms/grades belong to the exact source formula.
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Component of base CGR-ES-017: Propylene glycol (1,2-propanediol): colourless viscous water-miscible cosolvent
and humectant. A small amount does not establish adequate preservation.

Component of base CGR-ES-017: Propylene Glycol: raw-material water solubility is classified as miscible by JP.
Component of base CGR-ES-017: Methyl Parahydroxybenzoate: raw-material water solubility is classified as
slightly soluble by JP.

Component of base CGR-ES-017: Propyl Parahydroxybenzoate: raw-material water solubility is classified as very
slightly soluble by JP.

References: [11], [6], [7], [8], [9], [10]

Mpootacia epyalopévwy / Staff protection

KaBapr HOKpLUPAVLIKN EpyaoTnplakn evdupaoia, KEAALYN HAAALWY KOl YAVTLa KaTd Tov XELPLopUd. AAAQYH YOVTLWV
HETE and enudAvvon/eBopd.

Clean long-sleeved laboratory clothing, hair covering and gloves during handling; change gloves after
contamination or damage.

References: [11], [3], [4]

ExTipnon kKivdéovovu / Risk assessment

YvotaTiké tng Baong CGR-ES-017: MpomuAevoyAuKOAN: vrtoAoy(leTal N oLVOALKH €kBeon amnd 6Aa Ta PAPUAKQ,
Blwg og veoyvd, Madld KATW Twv 5 €TWY Kat ve@PLkA/nraTtikr) ducAsttovpyia. MNa and Tov oTdéUATOG XOPHYyNON:
mg/kg/nuépa = mg/mL x mL avd nuépa + B&poc kg.

ZuyKekpLuévn mapTida avagopdc: 100 g. MpwTto cvatatikd: Ovpla, 15 g. EAEyETe aveEdpTnTa TN XNULKH Hopen,
TLG HOVAdEeC Kal KABe KALUdKwaon mpwv and oyon.

EAéyETe oelpd MPooBAKNG, SLapopd Bepuokpaoiag PAoEWY KoL OLOLOYEVELX HETA TNV YOEN. AlaXWPLOUOC pAdoewy
propel va aAAGEEL TOTILKA TIEPLEKTIKOTNTA KOl KATAVOUN cuvTnenTikoV- 6ev anokablotatal avbaipeTa pe
npoobeTo vePS i YAAAKTWHATOTOWNTH.

KataypdyTe yia tnv Tomkr avdAvon noagdtnta avd napaokevr, ouxvotnta epyaciog, didpKela avolkTol
XELPLOUOD, TBAVEG 0600G €KBEONG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYXOL. AuTd elval atolyela elgédouv
NG a&loAdynaong: 6ev amodibeTal MPOoYNUATIKOC TEALKOG BaOUSC KlvdOvou.

Znuelo eAéyxouv amodéapevong: eAEYETE CUOOWHATWHATA, KPUOGTAAAOLG, TOTILKEG BLAPOPEC LPNAG KAl EAEVBEPO
LYPS HETE TNV OAOKARPWON TNG HUEBSBOL. KaTtaypdyte yewpeTpla avduEng, péyeboc maptidag Kol MPAYHATIKES
Bepuokpaoieg: peTapopd aplOuol oTPOPWY 0 GAAO AVOULKTHPA dEV amodelkvieL Looduvapia.

Component of base CGR-ES-017: Propylene glycol: assess exposure from all medicines, especially in neonates,
children under 5 and renal/hepatic impairment. For oral dosing: mg/kg/day = mg/mL X daily mL + body weight in
kg.

Reference batch: 100 g. First ingredient: Urea, 15 g. Independently check chemical form, units and every scale
conversion before weighing.

Check addition order, phase-temperature difference and uniformity after cooling. Phase separation can alter local
strength and preservative partitioning; do not repair it arbitrarily with water or emulsifier.

For the local assessment record quantity per preparation, work frequency, duration of open handling, potential
exposure routes and effectiveness of controls. These are assessment inputs; no fictitious final risk score is
assigned.

Release checkpoint: inspect aggregates, crystals, local texture differences and free liquid after completing the
method. Record mixing geometry, batch size and actual temperatures; copying rpm to another mixer does not
establish process equivalence.

References: [1], [6], [7], [12], [14]

ZuvOnkec mapaokevng / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HoPeAG Kal mapTidag kdBe cuoTaTikoD, KaTaypaer BEWPNTIKWY
MOCOTATWY KAl EAEYX0G KaBapldTNTaC Tou eEOMALOMOD. OL BepoKkpaoileg Kal N oelpd mPoodrikng elvatl aVTEC TNG
nopakATw dladikaoiag.
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Before mixing: verify each ingredient’s chemical form and lot, record theoretical amounts and check equipment
cleanliness. Follow the temperatures and addition sequence in the procedure below.

References: [1], [4]

Texkpnpiwon BUD / BUD rationale

H AEMPS ava@épel 3 NUEPOAOYLAKOUC HAVECG 0 adla@avéc KAAA KAELOUEVO B&To kKaTw amd 25 °C. H dldpkela
KataypdeeTal we odnyla tng mnyrg kat dev anodidetal wg BUD mapaywync éoo n akplBric diepyaoia dev €xel
TEKUNPLWOE(. Aev mapovoldletal véa LeEAETN oTABEPOTNTAC A HETPNON aw.

AEMPS states 3 calendar months in a well-closed opaque jar below 25 °C. This is recorded as the source
instruction and is not assigned as a production BUD while the exact process is unsupported. No new stability
study or aw measurement is claimed.

References: [1], [15], [16], [17]

Mpoamaittovpeva / Prerequisites
FN/2003/EX/010 EMULSION O/A NO IONICA 1: CGR-ES-019
FN/2003/EX/010 EMULSION O/A NO IONICA 1: CGR-ES-019

References: [1]

EEomAlopoGg / Equipment

Zuyo6¢ KaTtdAANANG eAdxLotng C0ylong, youdi/omepog i opoyevonolnthg, doxela avdulgEng, ondTtovAeg,
BepudueTpo dtav vndpyxel O€puavaon, dpyava oyKopETPNONG yla moodTnTeG ML.

Balance with suitable minimum weight, mortar/pestle or homogeniser, mixing vessels, spatulas, thermometer for
heated processes and volumetric equipment for mL quantities.

References: [1]

M£0060¢ mapaokevng / Compounding method

H PO/029 amnattel yodakTwpatonolnon xwpic 8€puavan, evw n nopamneunduevn Baon EX010 anattel 6€puavan
Twv 800 doewv otouvg 70-75 °C. H napoboa ékdoan 6ev ouvdvdalel TI¢ aocOUBaTEC 06NY(EC O UN TEKUNPLWEVN
ouvtayr. AAAN epnoplkr) Bdon A &AAN oelpd evowpdTwong anoteAel xwpLloTr Mpocapuoyr HE ik TNG
Tekunplwon.

PO/029 requires emulsification without heating, whereas its EX010 vehicle requires both phases to be heated to
70-75 °C. This edition does not combine these conflicting instructions into an unsupported recipe. Another
commercial vehicle or incorporation sequence is a separate adaptation requiring its own documentation.

References: [1], [15], [16], [17]

Napatnpnoclg / Observations

H AEMPS amnattel evowpdtwaon ovplag xwpic B€puavaon, evw n EX010 napaokevdletal Ue Bepun
YOAOKTWHaTOono({non. Agv TEKUNPLWONKE gvia{o eKTEAEDLUO MPWTOKOAAO Yyl aLTH TNV aKPLBr obvBeon. Anattel{tal
empBeBaiwon TN oEPAC evowPATWONG, ololoyévelag, pH kat otabepdTnTag npv and napackev ya acbevr. H
aAAayr Bdong dnuiovpyel AAAN obvBeon.

Mpodlaypdyte oelpd evowpdtwong ovplag xwplg napaBioon tng odnylag pn B€puavong. MeAetriote TOLAd)LOTOV
neplekTikéTNTO/MPOoldvTa Sldomnoong Pe KATAAANAN péBodo, pH, KPLOTAAAWGON, OUOLOYEVELD KL CLYTHPNCN OTNV
akpBr) EX010. To yevikd Bepud MpwTOKOAAO AAAWY KPEUWY ovplag dev eMKLPWVEL aLTH TN oOvOeon.

O tpéxwv enionuoc FN/2003/P0O/029 eEakoAovBsl va Intel SLdAvon ovplag otnv vdaTik edon Kat
yoAaKkTwpatonoinon xwplc 8€puavan. Asv vlobetel{tal anAr StdAvon/mpoodrikn oe Bepury EX010, o0te aAAayn
Bdonc wg (6o povoypagia. TeKUNPLWOTE epapudolun yuxpr dladikaoia yla Ta mpayUaTikd VALKKA A CnTHOTE
dlevkpivion AEMPS.
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AEMPS requires urea incorporation without heating while EX010 uses hot emulsification. An executable combined
protocol for this exact composition was not established. Confirm incorporation sequence, homogeneity, pH and
stability before patient preparation. Changing the base creates a different formula.

Specify urea incorporation without violating the no-heating instruction. Study assay/degradation with a suitable
method, pH, crystallisation, uniformity and preservation in exact EX010. A general hot process for other urea
creams does not validate this formula.

The current official FN/2003/P0O/029 still requires dissolving urea in the aqueous phase and emulsifying without
heating. Do not treat adding it to hot EX010, or switching base, as the same source procedure. Support an
executable cold process for the actual materials or obtain AEMPS clarification.

References: [1], [14]

MeplékTnG KaL ovokevaoia / Container and packaging
AdLagavécg BACo, kaAd kAeloTd, <25 °C.
Opaque jar, well closed, <25 °C.

References: [1]

MoloTik6¢ éAeyxocG / Quality control

NA€LKH OTIATIVA KPEUQL.

H péBodocg, to épLo amodoyrg, N MpayUa Tk T KoL 0 EAEYKTAG KaTtaypdeovtal xwploTd oto F-005. Anotuyia
kplowng npodiaypagric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavdAnyn eAéyxwv xpetdletal
aLTloAdynon.

White glossy cream.
Record the method, acceptance criterion, actual result and reviewer separately in F-005. A critical specification
failure requires quarantine and investigation under SOP-015; retesting needs justification.

References: [1], [14]

®0VAa&n / Storage
AdLagavéc Balo, KaAd KAEloTd, <25 °C.
Opaque jar, well closed, <25 °C.

References: [1]

Awa0eon / Dispensing

H napovoa eyypagr 6ev mapdyet eTikéTa f €ykplon dldBsong oe agbevry. AlaBAcTe TNV 0pLOTIKA andéeaacn Kol Ta
KPLTIPLO EQAPUOYNG.

This entry does not generate a label or authorise patient dispensing. Consult its final decision and implementation
criteria.

References: [11], [15], [16], [17]

Enmionpavon / Labelling
Aev ekb{beTal eTIKETA HLABeONC amd TNV TIApoLOoA EyypaQH.

No dispensing label is issued by this entry.

References: [11], [15], [16], [17]
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final_decision / final_decision

OpLoTikn BLBALOYPAQLKA eyypa®r avATTLUENG - 6V AMOTEAE! EKTEAETLUO TIPWTOKOAAO yLa OBEVH.

H PO/029 anattel yodakTwuatonoinon xwpic 8€puavon, evw n napaneundusvn Bdon EX010 anattel O€puavan
TWv 600 edocwv otoug 70-75 °C. H napoloa ékboan v guvbLATlel TIG aoVUBATEC 006Nnylec o€ PUn TEKUNPLWHEVN
ouvvtayn. AAN eunoptkr) Bdon fj AAAN oelpd EvoWNUETWONG anmoTeEAEl YwPLOTH MPOsapHOoYH KE SLKA TNG
Tekunplwon.

H AEMPS ava@épel 3 NUEPOAOYLAKOUC UAVEC O adla@avéc KaAd kAelopuévo Balo kdtw amnd 25 °C. H dldpkela
KataypdeeTal we odnyla tng mnyri¢ Kat 6ev anodidetat wg BUD napaywyrig 6co n akpBric diepyaoia 6ev éxel
TEKUNPLWOEL. Aev mapovoldletal véa HEAETN oTaBepdTNTAC 1] HETPNON aw.

Final development reference - not an executable patient-compounding protocol.

PO/029 requires emulsification without heating, whereas its EX010 vehicle requires both phases to be heated to
70-75 °C. This edition does not combine these conflicting instructions into an unsupported recipe. Another
commercial vehicle or incorporation sequence is a separate adaptation requiring its own documentation.

AEMPS states 3 calendar months in a well-closed opaque jar below 25 °C. This is recorded as the source
instruction and is not assigned as a production BUD while the exact process is unsupported. No new stability
study or aw measurement is claimed.

References: [1], [15], [16], [17]

AveEdpTnTN EAANVIKA KOl ayyAkH anédoon/opydvwan otolxelwy tTng avagepdpevng mnyng. Aev anoteAel enlonun petdgpaon f £€ykplon Touv
€kdoOTN.

Independent Greek/English adaptation and organisation of facts from the cited source. This is not an official translation or publisher
endorsement.

MNnyéc kaiL mapanopunég / Sources and references

[1] FN/2003/PO/029 UREA, CREMA AL 15% DE

2003 | PDF pp. 1-3 | master formula | 2026-10-14
https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_029.pdf

[2] FN/2003/PA/039 UREA

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-2 | raw material or occupational | 2026-09-10
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