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CGR-ES-070 | 10.0
Kpépa o€1kAc vdpokopTiévne 0,5%, eaitvoAng 0,5%,
REVOOANG 0,2% kaL ZnO 2%

Hydrocortisone acetate 0.5%, phenol 0.5%, menthol
0.2% and zinc oxide 2% cream

BLBALoypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKatL mpdéoRaocn otnv mnyn / Provenance and source access

H npoéAevon, n €k6oon Kol Ta dpLa TWY MAPEXOUEVWY QAMOCTIACUATWY/BLRALOYPAPLKWY avapopwyv dlatnpoldvTal.
To ke{pevo glval n mapexduevn Kat avabewpnuévn eyypaen Sikalias, éxL véa mARpNG avadnuoaoievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4beta fj 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.

Z0vOeon avagopdc / Reference formula

Bdon / Basis: 100 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

OE k] LEpokopTIZdYN 05¢g
Hydrocortisone acetate

daoAn 059
Phenol
Pakeulkr pevOSAn 029

Racemic menthol

OEe{blo yevdapyLpou 249
Zinc oxide
MpPoMUAEVOYALKOAN g.s. g

Propylene glycol

Mn ovikd yoAdkTwua O/W 2 EX011 g.s.ad 100 g
Nonionic O/W emulsion 2 EX011

MNeprypagn okevadopatog / Preparation description
A€LKH, OTIATVA, NULOTEPEN KPEPa e Blaomapuévec otepeég DAEG.
White, glossy, semisolid cream containing dispersed solids.

References: [1]
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Apaon kai xpAon / Action and use

H AEMPS tnv MePLYPAPEL YLO CUMMTWHATLKY TOTILKY QVTILETWTILON QAEYHOVWOWY H AAAEPYLKWY HEPUATIKWIV
BAABWVY pe KvNOpd. ZLVBLATEL KOPTIKOOTEPOELDEG, AVTIKVNOUWSEN OLUOTATIKA KAt MPOCTATEVTIKS ZnO.

AEMPS describes symptomatic topical treatment of inflammatory or allergic itchy skin lesions, combining a
corticosteroid, antipruritic ingredients and protective zinc oxide.

References: [1]

Mpodiaypagic / Specifications
AELKN, OTIATVY, NULOTEPEN KPEUa HE Blaomopuévec oTePeEC DAEG. MoadTNTEG/MOLOTNTA MPWTWY LAWY KaTd §3.
Agv TOPEXETAL ELOLKO aplBUNTIKG dpLo TEPLEKTIKOTNTAG TEALKOV TpoidvTOoC.

White, glossy, semisolid cream containing dispersed solids. Quantities/raw-material quality follow §3. No specific
numerical finished-product assay limit is provided.

References: [1]

®wg / Light

To TeAKS oKebaoUa QUAGCOETAL MPOCTATEVHEVO amd PWC KATA T Hovoypaeia.
O&kr vBpokoPTLLOVN: PwToELA{TBNTN MPWTN VAN eploploTe TNV €KBECN KATA TNV MAPACTKELH.

The finished preparation is stored protected from light under the monograph.
Hydrocortisone acetate is light-sensitive; limit exposure during preparation.

References: [11], [7]

Aépac kat o€eidbwon / Air and oxidation

Agv apéxeTal HEAETN 0EEBWTLKAC oTaBePATNTOG TOL TEALKOD PiyuaTog o0Te anaitnon adpavolg atudopalpac.
Tnpeltal o mepLéKTNG TNG MNYAG.

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

References: [1]

Nepo kat SuaAvtotnTa / Water and solubility

H pakeutkr pevOOAn elvat mpakTikd adldAvtn oto vepd Katl MoAD SlaAvTrh otnv atbavoAn katd PA021.

ZnO: MPAKTIKA abldAVTO O vEPD Kal alBavOAn.

MevBOAN: MPaKTIK& abldAvtn og vepd, eLBLAALTN o€ Atmapd EAata Kat byprH apaeivn, TOAD Alyo dlaAvTrh otn
YAUKEPOAN.

MpomMLAEVOYAUKOAN: N avtiotolxn kabapr mpwtn OAN Katd JP elvat avaulElun oto vepd.

O&kr vdpokopTLZOVN: N avtioTolxn KaBapPr MPWTN OAN KaTd JP lval mpakTikd adltdAvtn oto vepd.

Racemic menthol is practically insoluble in water and very soluble in ethanol under PA021.

ZnO: practically insoluble in water and ethanol.

Menthol: practically insoluble in water, readily soluble in fixed oils and liquid paraffin, very slightly soluble in
glycerol.

Propylene Glycol: JP classifies the corresponding pure raw material as miscible in water.

Hydrocortisone Acetate: JP classifies the corresponding pure raw material as practically insoluble in water.

References: [4], [5], [9], [10]

Yypaoia / Humidity

O&kr vBpokopPTLZOVN: XELPLOUOG Ot XaunA oxeTikr vypaoia katd PAOLS.
MpomuAevoyALKSAN: LYPOOKOTILKY: KAE{veTE apéowg To doxelo HETE TN AAYN TNG amnatTtoOueVNG NoaodTnNTa .
MPOTMULAEVOYAUKOAN: N mpwTn VAN €lval bypookoTikr Katd JP.
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Hydrocortisone acetate: use low ambient humidity as specified in PAQ15.
Propylene glycol is hygroscopic; close its container promptly after measuring.
Propylene Glycol: the raw material is hygroscopic according to JP.

References: [71], [8], [9]

Oeppokpacia / Temperature

®OAaEN TeEAKOD TpoidvToC: Kdtw and 30°C, KaAd KAELOTS Kal TPooTaTEVHEVO and To wC. H eneEepyaoia
aKoAoLBE( TIG ldLkég Bepuokpaaieg TNG nedddOUL.

Pakeptkr uevBOAn: onpeio tAgNG mepimov 34 °C. H mAnpogopia agopd tnv mpwtn VAN Kat Tn pevotomnoinor Tng
KaTd TOV XELPLOUO.

Finished-product storage: Below 30°C, tightly closed and protected from light. Processing follows the
method-specific temperatures.
Racemic menthol melts at approximately 34 °C; this is a raw-material processing characteristic.

References: [1], [5]

pH kaiL cupBatoéoTnTa / pH and compatibility
ZnO: dlaAleTal og apald avépyava oEéa- pe Atmapd oEéa oxnUaTICEL CATIWVEC.
ZnO dissolves in dilute mineral acids and forms soaps with fatty acids.

References: [4]

AAAeG aAAnAembpaoclg / Other interactions
MevOSOAN: e0TNKTA HiyHaTa HE KAPPOopd/BudAN: aoLUBATOTNTA HE LOXLPA OEELOWTIKA.
Menthol forms eutectic mixtures with camphor/thymol; incompatible with strong oxidants.

References: [5]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

AkpBelc TavtéTnTEG: OELKN LOpPOKOPTIZOVN / Hydrocortisone acetate; ®awdAn / Phenol; Pakeukr) HevBoAn /
Racemic menthol; OEeidlo yevdapyLpov / Zinc oxide; MpomuAevoyAukOAn / Propylene glycol; Mn 1oviké yoAdKTWH
O/W 2 EX011 / Nonionic O/W emulsion 2 EX011. XpnolOTOLO0OVTAL QAPUOKOTIOUAKESG TTPWTEG VAEG TNG
noapaneundépevns €kdoang, pe enaAiBgvon CoA. Aev aAAdleL avBaipeta dAag, evuddTwon A neptekTikéTNTA. H
nmoodTNTA g.S. KaTaypdeeTal atny naptida.

OEe(blo yevdapylpov: eAa@pLd, Aeukr €WG LITOKITPELVYN, AUoPPN KOVLC XWPIC CLOCWHATWHATA. AlCADETAL O apald
avépyava oE€a Kal pmopel va avtidpdoel pe Aunapd oféa tng Bdong oxnuatiCovtag dAata yevdapylpov.
MpomuAevoyAvkOAn (1,2-npomavodléAn): dxpwpo, LEWoec LyPS avaulELpo pe vepd, ov Aettovpyel WG cLVBLAADTNG
Kal bypavTikd. H mapovaia tng o€ Uikpr moodTnTa 6V AMOBELKVVEL EMAPKT cuvTrHpPNonN.

MpomuAevoyAUKOAN: MPWTN VAN HE XOPAKTNPELOUS dlaAvTdTNTAG 0TO vEPS «avapi§Lun» katd JP.

O&kr LBPOoKOPTLZOVN: MPWTN VAN PE XAPAKTNPLOUS BLAALTOTNTAG OTO VEPD «MPAKTIKE adldAvtn» Katd JP.
MPOTMULAEVOYAUKOAN: MapaAaBr HE TALTOTNTA apyLkol mapaywyol, napTtida kat aElémioto motonotnTikd. Ma TLg
OXETIKEG MPWTEC VAEG, To FDA avagépel EAeyxo SlatBuAevoyAukdOANe (DEG) kat atBuAevoyAukdAnG (EG), kaOeguLdg
€w¢ 0,10% oOpQWva PE TNV EQapPooTéa ovoypagia. To dplo agopd TNV MPpwTn VAN.

Exact identities: O§ikrA vdpokopTLgdvn / Hydrocortisone acetate; dawdAn / Phenol; Pakepikr) pevBdAn / Racemic
menthol; O&e{6lo wevdapylpou / Zinc oxide; MpomuAevoyAvkOAn / Propylene glycol; Mn toviké yoAdKkTwua O/W 2
EX011 / Nonionic O/W emulsion 2 EX011. Use pharmacopoeial raw materials of the referenced edition, with CoA
verification. Do not arbitrarily change salt, hydration state or strength. Record the actual g.s. amount in the batch.
Zinc oxide: light, white to slightly yellowish, amorphous powder without aggregates. Dilute mineral acids dissolve
it; fatty acids in a base can form zinc salts.

Propylene glycol (1,2-propanediol): colourless viscous water-miscible cosolvent and humectant. A small amount
does not establish adequate preservation.

Propylene Glycol: raw-material water solubility is classified as miscible by JP.
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Hydrocortisone Acetate: raw-material water solubility is classified as practically insoluble by JP.
Propylene glycol: retain original manufacturer, lot and reliable certificate. For the applicable raw materials, FDA
describes DEG and EG testing, each limited to 0.10% under the relevant monograph. This is a raw-material limit.

References: [11], [4], [8], [9], [10], [11]

ZuvOnkec mapaokevng / Compounding conditions

Epyaotnplakd neptBdAAov katd Tov napamneundpgevo AEMPS PN: 25+5°C kat oxeTk vypacia =60%, EKTOC av n
€161kr} o0vBeon anaitel dlagopeTikd. H Beppokpaacia neptBdArovtog dlagépel and tn Bepuokpaocia eneEepyaciag.
OELkr LBPOKOPTLZOYVN: VLA TOTIKEC HOPPEC EVOWHATWVETAL €V YUXPW, dLlaAvpévn A Aemtd Koviomotnuévn, atnv AN
nposTolacpévn Bdon.

Laboratory environment under the referenced AEMPS procedure: 25+5°C and relative humidity =60%, unless the
specific formulation requires otherwise. Room temperature differs from processing temperature.

For topical preparations, incorporate hydrocortisone acetate cold, dissolved or finely powdered, into the prepared
base.

References: [2], [7]

MpooTtacia epyalopévwy / Staff protection

KaBapr nmpootateuTik evbupacia kot KAAVPUHa KEQAAAC Katd AEMPS PN/L/PG/002/00. Omov vnidpyel mbavéTnTO
ENMAPAG, KATAAANAQ YdvTLla:- tpoaTaaia avanvoriG/oeBaApwy 6mov o xelploudés okévng to anattel. To akpLBEg
LALKOS yavTiol, o agploudc Kat n mpootacia avamnvorig kabopiCovtal and SDS kat TomkrA ekti{unon ékBeong.
MevBOAN: mpooTacia 0QBAAUWY Kal AMOPLYH EMOQHG/ELOTVORG okdvNG.

OawoAn: anoguyr depUATIKAG/OQOAAMLKAG EMAQAG, KATAAANAQ YavTia kKatd SDS kat duvatdtnTta dueong
0QOAAULKAC €KTIALONG.

KaBapr pakpuudvikn epyaoctnplakr evduvpaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPS. ANy YOV TLWY
pETE amnd empdAvvon/eBopd.

Xelploteite tn COyLoN Kot Astotpi{Bnon oe xwWpo/dldtagn nov neplopi(Cel Saamopd Koviwy, e mpooTaaia
0QOUALWY: 0 TOMOG AVANMVELOTIKAG MpooTaciag Kabop(Cetal and Tn cuyKeKPLévn €KOeon.

Clean protective clothing and head covering under AEMPS PN/L/PG/002/00. Use suitable gloves where contact is
possible and respiratory/eye protection where powder handling requires it. Exact glove material, ventilation and
respiratory protection must follow the SDS and local exposure assessment.

Menthol: eye protection and prevention of contact/dust inhalation.

Phenol: prevent skin/eye contact, select gloves using the SDS and provide prompt eyewash access.

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

Contain powder during weighing and trituration and use eye protection; select respiratory protection for the
actual exposure.

References: [3], [5], [6], [12]
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ExTtipnon kivdovov / Risk assessment

KopTlkooTepOoeLBEC: KVOLVOC CLOTNUATIKAC AMOPPAPNONG OE EKTETAPEVN, MAPATETANEYVN 1] AMOPPAKTIKH
epapuoyr. H pawoAn amnoattel 1dlaitepo €Aeyxo €kBEONC MPOCWTILKOO.

®awvdAn: anoppdéenon and dépua, EyKADUATA KOL CLOTNUATLKY TOElKOTNTA.

MevBOAN: amopelyeTal EMAPA HE PLVIKOOC BAEVVOYOVOLG HIKPWVY TIALOLWIV: €X0oLV avapepBel Aapuyylkdg onaoudc
Kal KATAPPELON O MALBLA KATW TWY 2 £TWVY. AMOPLYH AVOLKTWY TPAVHATWY Kol BAevwoydvwY.
MpomuAgevoyAukdAn: vmoAoy{eTal n cLVOALKH €kBean amd OAa Ta edpuaka, WBlwg og veoyvd, Madld KATW Twv 5
ETWVY KoL vePpLkA/Nmatikr duoAettovpyla. Mo and tov otépatog xopriynon: mg/kg/nuépa = mg/mL x mL avd
nuépa + Bdpoc kg.

ZuykekpLuévn mapTida avagopdc: 100 g. MpwTto cvotatikd: OELkr LOpokopTIZdvn, 0.5 g. EAEYETE aveEdpTnTa TN
XNULKA HoP®H, TG HOVADEG Kal K&BE KALLAKwaon mpv and Coylon.

EAéYETe oelpd MPoaBAKNG, Slapopd Bepuokpaoiag PATEWY KL OHOLOYEVELX HETA TNV YOEN. AlaXWPLOUOC pAdoswv
prnopel vat aAAGEEL TOTIKA MEPLEKTIKATNTA KL KATAVOUY oLVTNPENTLKOV: dev amokabloTtaTtal avbaipeTa pe
np6oBeTo vePS i YOAAKTWHOATOMOLNTH.

KataypdyTe yia Tnv Tomkr avdAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKeLa avolkTol
XELPLOMOD, MBAVEC 0600G €KBEONG KL AMOTEAETUATIKOTNTA TWY HETPWY eAEy)oL. AuTd elval atolyela elgédouv
NG aloAdynong: 6ev amnodibetal mMPooYNUATIKOG TEAKOC BaBUdC KLwbOvou.

Inueio eAéyxouv amodéapevong: eAEYETE CUOOWHATWHATA, KPUOTAAAOLG, TOTILKEG BLAPOPEC LPNAG KAl EAEVBEPO
LYpPS6 HETE TNV OAoKARpwon TNG pEBSdov. Kataypdyte yewpeTpla avdpgng, péyebog naptidag Kal MPAyHATIKEG
BepUOKPAO(EG: HETAPOPA apLlBUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Looduvauia.

Corticosteroid: systemic absorption risk with extensive, prolonged or occluded application. Phenol requires
specific staff-exposure control.

Phenol: skin absorption, burns and systemic toxicity.

Menthol: prevent contact with nasal mucosa in small children; laryngeal spasm and collapse have been reported
below age 2. Avoid open wounds and mucosa.

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: Hydrocortisone acetate, 0.5 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], [5], [6], [8], [15], [17]
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Tekpunpiwon BUD / BUD rationale

Aldpkela otnv nyr: H €6k povoypagia avagépel 3 pveg, pévo epdaov mepLéxel ouvTNPENTLKS LTS TLG
KaBoplopéveg ouvBrikeg. Mpdkettat yia meplodo tng mNyrg, OxL yla aveEdptnta emPBeBatwuévn otabepdTnTa TNS
ToTKAC mapTidag. Anatte{tatl avtiotolylon obvBeonc, ocuVTNPENTLKOY, MEPLEKTN KoL QUAAENC, EAEYXOC TWY
LOXLOLOWVY ATMALTACEWY Kal £€yKpLlon LTELBOVOL. H MpayUaTIKA NUepounvia HEVEL KEVH.

H dudpketa avtr elvat 0dnyla TNG CLYKEKPLUEVNG QappoKoToLaG/MNYAG. ZTOV MapdvTa EAeyx0 dev emaAnBe0TNKE
TMAAPNG MPWTOYEVAG HEAETN TIOL VA TEKUNPLWVEL TALTOXPOVA XNULKH, UOLKHA Kal UKPOBLOAOYLKH EMEKTAGCN TNG
(dlag TeAkrig obvBeong.

EMAEYEVOC YEVIKOG KOVOVAC: €WC 35 NUEPEC YL LBATIKA HOPPH HE KATAAANAO oOOTNUA CLVTHPNONC OTNY TEALKH
obvBeaon Kat pH. Xpnaotwdonotjote 20-25 °C, i 2-8 °C yévo étav n nnyr To emTpénel/anattel Kat N popen
TMUPAPEVEL KATAAANAN. Agv entapkel N ovopacoia evédg ouvTnPENTIKOL €AV LTS €xel apalwOel, adpavomolndel
peETaepOBel o GAAN @don.

To 6pLo BLBALOYPAPLKAG ava@opd TnG napovoag £€kdoong elvat n cuvToudTePN HETAED TNG MapaTdvw dLdpKeLag
mNYAG Kat Tou yevikoL oplov. MNa napdtaon anatte{tal TeKunEiwaon mov KAAOTTEL
5paoTIKA/EKDOXO/MEPLEKTIKATNTA, MEPLEKTN, Bepuokpaaia, HEO0B0 eVOELKTIKY OTABEPSTNTAC KaL, Yla LOATLKN
EMEKTAON, TNV AMOLTOOMEVN HIKpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia aglooyeital
XWPLOTAE 010 MAAPEG KE(PHEVS TNG.

Huepounvia xpriong = n evwpitepn emtpenth NUepounvia and napaokevr + emAeyUévn dldpkela, AREELC TPWTWY
LAWY Kal TUYXEY CLUVTOUOTEPO TEKUNPLWHEVO 6pLo. O xpdvog HeTA To dvolypa dev mapate{vel To ouvoAkd BUD. H
TEAKH NUEPOUNVI{O CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP T{BA PETA TOUG EAEYXOUG.

O yevikdG kavédvag amnoteAel ouvTNPENTLIKS dPLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTidac. H katnyopia ovuvdéeTal ye TNV TEAKA oOVOEON, TN guVTAPNON KAl TG EMTPENOUEVEG BepUokpaaieg. H
T aw 6gv mMpokOTTEL and To MocoaTéd vEPOL N TNV amMWAeLx KaTtd TNV EApavon. MNa tekunpiwon xpnoluonotiote
SOP-014 kat F-006- ywa €161krj aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw og k&Be un oteipo napackedaopa. H tekpunplwpévn tagwéunon tng
OLYKEKPLUEVNG a0vBeang umnopel va xpnothomnole{tal wg 0dnydc: kataypdeeTal pntd we ekTiunon Kat éxL we
pétpnon. Auei{BoAn r oplakr Tagwéunon anattel €6Lkd TEKPAPLO A KATAAANAN H€TPNoN. H nuepounvia TeALKOO
oKkeLAopaTog 6ev vmepBaivel Tn SlaBéoun NUEpounvia Twy BN MOUPACKEVATUEVWY CLOTATIKWY/BACEWY, EKTOC OV
€xeL voBeTnOel emapkAC 16K TEKUNPlwon yia TNV akpLBr TeAKA obvBeaon.

Period reported by source: The specific monograph states 3 months, only if preserved under its specified
conditions. This is a source period, not independently verified stability of the local batch. Match composition,
preservative, container and storage, check applicable requirements and obtain responsible approval. The actual
date remains blank.

This duration is a specific formulary/source instruction. This review did not verify a complete primary study
establishing chemical, physical and microbiological extension for the same finished formulation.

Selected general rule: up to 35 days for an aqueous form appropriately preserved in its final composition and pH.
Use 20-25 °C, or 2-8 °C only where permitted/required by the source and compatible with the dosage form. A
preservative name is insufficient if it is diluted, inactivated or partitioned into another phase.

The reference-policy ceiling in this edition is the shorter of the source period above and the general ceiling.
Extension needs matching active/excipients/strength, container, temperature, a stability-indicating method and
the required microbiological evidence for agueous extension. An applicable official USP-NF compounded
monograph is assessed separately in its complete text.

Use-by date = the earliest allowed date from preparation plus selected period, ingredient expiries and any shorter
supported limit. In-use dating never extends overall BUD. Complete the actual date for the batch after the
required checks.

A default is a conservative dating limit, not experimental proof of batch stability. Its category depends on final
composition, preservation and permitted temperatures. Water percentage or loss on drying does not determine
aw. Document using SOP-014/F-006; use SOP-017/F-012 for specific aw evidence.

USP does not require water-activity measurement for every nonsterile preparation. A justified classification of the
actual formulation may guide dating; record it explicitly as inferred, not measured. Uncertain or borderline
classification requires specific evidence or a suitable measurement. Finished-product dating does not outlast the
available dating of previously compounded components/bases unless adequate specific evidence for the exact
finished preparation has been formally adopted.
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References: [1], [13], [14], [16], [18]

MpoanaiToVpeva / Prerequisites

Agv anatteltol xwploth B&on pe Kwdkd pNTpwov. Tuxdv eunoptkd dxnua MapapéveL To akPLBEG KATOVOUACOHEVO
npotév tou nivaka.

No separately registered base is required. Any commercial vehicle remains the exact named product in the
formula table.

References: [1]

E€omAlonog / Equipment

Zuyo6¢ KaTtdAANANG eAdxLotng C0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avdulEng, ondTovAeg,
BepudueTpo dtav vndpyxel O€puavan, 6pyava oyKoHETPNONG yla MooOTNTEG 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£0o60o¢ mapaokevnc / Compounding method

1. MNapaokevdote Kot EAEYETE TN Bdon EXO11 kot aprioTe Tn va YuyOel.

2. NelotpBriote Kat avaplEte TIg dpaoTikéC oTo Youbl.

3. AlaPBpéETe pe TNV eAdyloTn avaykaia mTPOMUAEVOYAUKOAN.

4. EvowpoaTtwaoTe TNV Youxpr Bdon otadlakd Kal OUoyEVOTIOLHOTE UE OMETOLAQ HEXPL TEALKH Mdla 100 g. H
MPOTIVAEVOYALUKOAN TEPLAQUBAVETAL 0TNY TEALKH HAla.

1. Prepare and check EX011 and let it cool.

2. Finely triturate and mix the actives in a mortar.

3. Levigate with the minimum necessary propylene glycol.

4. Gradually incorporate the cooled base and homogenise with a spatula to a final mass of 100 g. Propylene glycol
is included in the final mass.

References: [11], [2]

Napatnpnoelg / Observations

To enayyeAHOTIKO KE(EVO ava@EpeL 2-3 epapUOYEG/NUEPQ Yia EVAALKEG Kal MadLd dvw Twv 12, v To QUAAO
0a00gvo0g 3. H eTkéTa a@rvel TNV e§atoukeupévn doooloyia kevr.

The professional text gives 2-3 applications/day for adults and children over 12, while the leaflet gives 3. The label
leaves patient-specific dosing blank.

References: [1]
MNepLékTnG KalL cvokevaoia / Container and packaging
NAaoTIkS BATo Kpéuag PVC e eOWTEPIKS MW ] WU PE EVOELEN MPWTOL AVOlYHaTOC, KATd TNV mNyH.

PVC cream jar with an inner closure or tamper-evident cap, as specified by the source.

References: [1]

Sikalias Greek Formulary | Reference documentation 7



compounding.gr | 10.0 | 2026-10-14

EmioApavon / Labelling

Kpéua o€LkAc udpokopTLldvng 0,5%, eavdAng 0,5%, nevBdANg 0,2% Kkat ZnO 2%
EEwTeptkr xprion

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviig / 66on / ouxvéTnTOo:

®OAaEN: K&dtw and 30°C, KAAG KAELOTO Kal MPOOTATEVHEVO AMd TO PWG.
©eppokpaoia yla To BUD auTtAg tng naptidag:

Hydrocortisone acetate 0.5%, phenol 0.5%, menthol 0.2% and zinc oxide 2% cream
External use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: Below 30°C, tightly closed and protected from light.

Temperature for this batch BUD: __

References: [1]

MowoTikOG éAeyxocg / Quality control

Katd AEMPS: 0pyavoANmTLKA XapaKTNPELOTIKA Kal TEAKA pHdla. Z€ mopaywyh MopTdwy emmnAéov ekTaoudTnTA
PN/L/CP/003/00, t0mno¢ yoaAakTwuatog PN/L/CP/002/00, pH yia O/W katd PN/L/CP/001/00 Kot UKPOoBLOAOYLKAG
€Aeyxo¢ RFE 5.1.4. Agv op(CovTtal €dw LdLkd dpla MePLEKTIKOTNTAG HpaoTIKWY f pH- amattodvTal TomKd KpLThpLa
TP TNV amnodéopevon.

EAEYXOC TMOALOALKWY TTPWTWY LAWVY: yla QapHaKela, EAEYX0G KABe mapTidag | TEKUNPLWEVN dlao@dAilon eAEyxoL
and aglénioto npopndevth katd FDA. H anAr] tavtonoinan pe IR dev anokAeiet DEG/EG.

H uébodog, to éplLo amnodoyxnc, N MPAYHATIKY TLUA KoL 0 EAEYKTAG KaTaypdgovtal XwpLtoTd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavdAnyn eAéyxwv xpeldletal
attioAdynon.

Under AEMPS: organoleptic properties and final mass. Batch production additionally requires spreadability
PN/L/CP/003/00, emulsion type PN/L/CP/002/00, pH for O/W under PN/L/CP/001/00 and microbiological testing
under RFE 5.1.4. No formula-specific active-assay or pH limits are specified here; local release criteria are
required.

Polyol incoming QC: pharmacies test each lot or ensure documented testing by a reliable supplier, as described by
FDA. IR identity alone does not exclude DEG/EG.

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: [11], [2], [11], [17]

®0AaEn / Storage
Kdtw and 30°C, KaAd KAELOTSO Kal MPOCTATEVHEVO aTd TO QWC.
Below 30°C, tightly closed and protected from light.

References: [1]

A1aOeon / Dispensing

Mévo deppatikd. Oyt oe pdtia, BAevvoydvoug, dlaBpwpévo dépua rj evepyd pn eAeyxduevn AoluwEn. Madld pévo
ME watplkr em{BAeyn. NMpoooxr o€ eyKupoolLvn, BNAaoud Kal xprion o€ HeYAAeC empdvelec. H 66on
OPLOTLKOTOLE{TOL OTN GLUVTAYH.

Cutaneous use only. Avoid eyes, mucosa, eroded skin and active uncontrolled infection. Children require medical

supervision. Exercise caution in pregnancy, breastfeeding and use over large areas. Finalise dosing in the
prescription.
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References: [1]

v9_controls / v9_controls

To apBunTiké 6plo oto apxelo elvat pévo 6pLo BLBALOYPAPLKAC avapopdG UTd TIC £LOLKEG TPODTIOBETELG. Agv €YEL
optotel BUD nmpaypaTikig mapTtidac kat 6ev éxouv napaxdel petprioelc aw. H akplBrg obvbean, ta
TIPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TIPETEL val EYKPLOODY YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vmoAoylopol BUD eival n évapEn tng napaokevic. Epapudletal To GLVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAeyY0 BLAPKELAC HETA TO Gvolypa. Ta dpla USP elval Texviké mAaiolo Kat 5ev
nopovaldfovtal WG EAANVLKN vouobeaia.

The numeric value is a literature reference ceiling subject to its specific conditions. No actual batch BUD has been
assigned and no aw measurements have been produced. The exact formula, prerequisites, container, storage and
quality evidence require approval for the actual application. The BUD clock starts when compounding begins. Use
the shortest applicable supported limit and assess in-use dating separately. USP categories are a technical
framework and are not presented as Greek legislation.

AveEAPTNTN EAANVLKA Kot ayYALKH andédoon/opydvwon otolxelwv TnG avagepduevng mNyRG. Agv anoteAel enlonun HETdepaon f €ykpLon Tou
€EKBOTN.

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

Mnyéc kaiL mapanopmnég / Sources and references

[1] FN/2003/FMT/002 ACETATO DE HIDROCORTISONA Y FENOL, CREMA DE

FN/2003/FMT/002 | Master formula §§3-4; packaging/storage 8§5; description §6; period §7; use/precautions §88-12 and patient leaflet | specific
formulation | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas/fn_2003_fmt_002.pdf
[2] PN/L/FF/002/00 ELABORACION DE EMULSIONES
PN/L/FF/002/00 | 84.3 environment; §4.4 method; 84.6 controls | general procedure | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuti
cas/pn_|_ff_002_00.pdf

[3] PN/L/PG/002/00 INDUMENTARIA

PN/L/PG/002/00 | Clothing and protective equipment | general procedure | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_002_00.pdf
[4] FN/2003/PA/028 OXIDO DE ZINC

FN/2003/PA/028 | Raw-material properties, handling and incompatibilities | raw material | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_028.pdf
[5] FN/2003/PA/021 MENTOL RACEMICO

FN/2003/PA/021 | Raw-material properties, handling and incompatibilities | raw material | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_021.pdf
[6] CDC/NIOSH - Pocket Guide to Chemical Hazards: Phenol

Official agency page | Raw-material properties, handling and incompatibilities | specific formulation | 2026-09-10
https://www.cdc.gov/niosh/npg/npgd0493.html

[7]1 FN/2003/PA/015 HIDROCORTISONA, ACETATO DE

FN/2003/PA/015 | Raw-material properties, handling and incompatibilities | raw material | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_015.pdf
[8] EMA - Questions and answers on propylene glycol used as an excipient, EMA/CHMP/704195/2013

9 October 2017 | Sections 1-3 and annex | ingredient facts | 2026-09-12

https://www.ema.europa.eu/en/documents/scientific-guideline/questions-and-answers-propylene-glycol-used-excipient-medicinal-products-hu
man-use_en.pdf

[9] MHLW - Japanese Pharmacopoeia XVIII: Propylene Glycol

JP XVIII, 2021; English text | Printed p. 1600; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[10] MHLW - Japanese Pharmacopoeia XVIII: Hydrocortisone Acetate

JP XVIII, 2021; English text | Printed p. 1114; Description; Containers and storage | raw-material monograph | 2026-09-12
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https://www.mhlw.go.jp/content/11120000/000904440.pdf

[11] FDA - Testing of Glycerin, Propylene Glycol, Maltitol Solution, Hydrogenated Starch Hydrolysate, Sorbitol Solution, and Other High-Risk
Drug Components for Diethylene Glycol and Ethylene Glycol

May 2023, revision 1 | Recommendations; section on pharmacy compounding | raw material quality | 2026-09-12
https://www.fda.gov/media/167974/download

[12] ASHP - USP <795> Key Changes

2023 | pp. 1-3: scope, water activity and staff precautions | professional guidance; not the licensed USP chapter | 2026-09-12
https://www.ashp.org/-/media/assets/pharmacy-practice/resource-centers/compounding/docs/USP-795-Key-Changes.pdf

[13] Texas State Board of Pharmacy - adopted 22 TAC §291.131, nonsterile compounding

Texas Register, 7 June 2024 | Beyond-use dating: aw categories, 14/35/90/180 days, limits and extensions | public regulatory implementation
of USP <795> BUD framework; not Greek law | 2026-09-12

https://www.sos.state.tx.us/texreg/archive/June72024/Adopted%20Rules/22.EXAMINING%20BOARDS.html
[14] lllinois IDFPR - Nonsterile Compounding Self-Inspection Report

Public checklist, retrieved 12 September 2026 | pp. 15-16, Establishing beyond-use dates | Public regulatory implementation of USP <795>;
not Greek law; general limits and requirements for extension | 2026-09-12

https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
[15] NIOSH - Managing Hazardous Drug Exposures: Information for Healthcare Settings

2023; DHHS (NIOSH) 2023-130 | Risk assessment; printed pp. 27-33, activity/formulation control table | Workplace exposure, hierarchy of
controls and activity-specific PPE; US government public-domain document | 2026-09-12

https://www.cdc.gov/niosh/docs/2023-130/2023-130.pdf?id=10.26616%2FNIOSHPUB2023130
[16] USP - Compounding Standards and Beyond-Use Dates, 2022 update

November 2022, published by USP; public copy hosted by Mississippi Board | pp. 1-2; nonsterile table | Risk-based default categories; not
product-specific stability or Greek law | 2026-09-12

https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
[17] PIC/S - Guide to Good Practices for the Preparation of Medicinal Products in Healthcare Establishments

PE 010-4, 1 March 2014 | Chapters 1-9; Annex 2 (nonsterile liquids, creams, ointments) | Professional quality-system framework; not
automatic national legal adoption or certification | 2026-09-12

https://picscheme.org/docview/3443
[18] USP - General Chapter <795> FAQs (official, updated 1 November 2023)

Updated 1 November 2023; retrieved 14 October 2026 | Q52, Q61-64; use with the applicable full chapter | Water-activity classification,
component dating and BUD documentation; general professional framework, not a Greek legal adoption or formula-specific study |
2026-10-14

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