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CGR-ES-026 | 10.0

Kpépa vdbpokopTtiévng 0,5% w/w - AEMPS
Hydrocortisone Cream 0.5% w/w AEMPS

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKat 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 avadnuoaievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4abeta fj ouvdpopr. Agv SNAWVETAL 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

Y6pokopTLZdvn 05¢g
Hydrocortisone

MpPomMUAEVOYALKOAN g.s. -
Propylene glycol

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

Mpoamaittovpeva / Prerequisites
CGR-ES-020 Nonionic O/W Emulsion 2 EX011

MepLypa@n okevdopatog / Preparation description
A€LKH, OTIATIVA, NULOTEPEN KPEUQL.
White, glossy semi-solid cream.

References: [1]

Apaon kaL xpron / Action and use
Tormkd YAUKOKOPTIKOELDEG.

Topical glucocorticoid.

References: [1]

Mpobiaypagéc / Specifications
A€LKH, OTIATIVA, NULOTEPEN KPEUQL.

White, glossy semi-solid cream.
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References: [1]

®wg / Light

Ma 1o TeAkd okebaopa n mnyn opiCeL:

KaAd kAelotéd 6oyxelo PVC: <30 °C, npootacia and @wc.

Y6pokopTildvn Bdong: mpootacia and ¢wc KATA TNV MAPAOKELH TOTILKWY HOPPWV.

2uoTaTiké TNG Bdong CGR-ES-020: MoAvcopBLkd 80: n JP InTd nmpootacia TNS mpwTNG DANG and To PWC.

For the finished product the source specifies:

Well-closed PVC jar; <30 °C, protected from light.

Hydrocortisone base: protect from light during topical compounding.

Component of base CGR-ES-020: Polysorbate 80: JP requires light protection for the raw material.

References: [1], [2], [11], [12]

Aépac kalL oEeidbwon / Air and oxidation

Agv mopéxetal HEAETN 0EWBWTIKAG oTaBepdTNTAG TOL TEALKOU piypaTog o0TE anaitnan adpavoldg atudaealpag.
Tnpeltal o mepLEKTNG TNG MNYHAG.

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

References: [1]

Nepo kat SuaAvtoTtnTa / Water and solubility

MpomMuAEVOYAUKOAN: N avtioTtolxn kabapr mpwtn VAN Katd JP elvat avaulElun oto vepd.

Y&pokopTiZdévn: n avtiotolxn kabapr mpwtn OAN Katd JP elvat moAD Alyo StaAutr oTo vePOS.

ZvotaTiké tng Bdong CGR-ES-020: Yypr napaeivn: n avtiotowyn kabapni npwtn OAN kKatd JP elval mpakTikd
abLdAvtn oTto vePO.

Zuotatiké NG Bdong CGR-ES-020: MoAvoopPikd 80: n avtiotoiyn kabapr npwtn OAN katd JP elval avaul&un oto
vepo.

Zuotatiké NG Bdong CGR-ES-017: MeBuAonapaBévn: n avtiotolxn kabapr mpwtn OAN katd JP elvat Alyo diaivutn
0TO vEPO.

ZvotaTiké tng Bdong CGR-ES-017: MpomuAonapaBévn: n avtiotowxn kabapn mpwtn OAN Katd JP e{vat oA Alyo
SlaAvtr oto vepd.

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

Hydrocortisone: JP classifies the corresponding pure raw material as very slightly soluble in water.

Component of base CGR-ES-020: Liquid Paraffin: JP classifies the corresponding pure raw material as practically
insoluble in water.

Component of base CGR-ES-020: Polysorbate 80: 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: [5], [6], [10], [11], [12], [13], [14], [15]

Yypaoia / Humidity

Y6pokopTildvn Bdong: xapnAr vypacia meptBAAAOVTOC KATA TOV XELPLOUO.
MpomuAevoyALKSAN: LYPOOKOTILKY: KAE{vETE apéowe To doxelo HETA TN AAYN TNG AnaALlTOOUEVNG MOTdTNTAG.
MpomuAevoyAvkOAn: n mpwtn VAN elvatl vypookorkr Katd JP.

Hydrocortisone base: handle at low ambient humidity.
Propylene glycol is hygroscopic; close its container promptly after measuring.
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Propylene Glycol: the raw material is hygroscopic according to JP.

References: [2], [4], [5]

Oeppokpacia / Temperature

Ma 1o TeAkd okebaopa n mnyn opiCetL:
KaAd kAelotéd 6oyelo PVC: <30 °C, mpootacia and ¢wc.

For the finished product the source specifies:
Well-closed PVC jar; <30 °C, protected from light.

References: [1]

pH kat cvpBatoéoTnta / pH and compatibility

Agv op(Cetal el81kd e0poC pH ToL TEALKOD OKELAOUATOC. Agv TpooTiBeTal puOULOTAG pH XWPI(C TEKUNPLWHEVN
aAAayr TnG obvBeanc.

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

References: [1]

AAAec aAAnAenibpaoclg / Other interactions

Agv mopéxetal mAAPNG doku cupBatdTNTAG TOL PiyHaTog Pe MPdoBeTa 6paaTikd B dlagopeTikd £€kdoya. Ot
LTIOKATAOTAOELG amaLTolY XWwPLoTh Tekunpiwon.

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

References: [1]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

Y&pokopTL{évn B&ong: AeUKA KPLUOTAAALKY KOVLG LE TOAVUOPQOLOUS. ZTLG TOMLKEG MAPAOKEVEG EVOWLATWVETAL EV
Yuxpw, dlaAvuévn  Aentd Kovlomotnuévn.

MpomuAevoyAvkOAn (1,2-npomavodléAn): dxpwpo, LEWoec LyPS avaulELpo pe vepd, ov Aettovpyel WG cLVBLAADTNG
Kal bypavTikd. H mapovaia tng o€ Pikpr moodTnTa 6V AMOBELKVUEL EMAPKN cuvTHpPNoN.

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

Y6pokopTLZdvn: mMpWwTn VAN UE XOPAKTNPLOUS SLaAvTdTNTAC 0TO VEPS «TOAD Alyo SlaAvtr» Katd JP.
MPOTMULAEVOYAUKOAN: MapaAaBr HE TALTOTNTA apyLkol mapaywyol, nopTtida kat aElémioto maotonotnTikd. Ma TLg
OXETLKEG MPWTEC VAEG, To FDA avagépel EAeyxo SlatBuAevoyAukdOANC (DEG) kat atBuAevoyAukdAnG (EG), kaOguLdg
€w¢ 0,10% oOpQWva PE TNV EQapPooTéa ovoypagia. To dplo agopd TNV MpwTn VAN.

YvotaTiké tng Bdong CGR-ES-020: Yypr napaeivn: mpwtn VAN UE XapaKTnELopd StaAvtdTnTAC OTO VEPS
«MPOKTLKA adldAvTn» Katd JP.

ZuoTaTiké TNG Bdong CGR-ES-020: MoAvcopBLkéd 80: mpwtn OAN HE XapaKTNPLOUS SlaAvTtdTNTOG OTO VEPD
«aVaUELun» katd JP. Mpootacia mPWTNG VANG AMd PWC.

ZuoTaTiké TNG Bdong CGR-ES-017: MeBuAomapaBévn: mpwtn OAN HE XAPAKTNPLOWO SLaAuTtdTNTAC OTO vEPS «AlyO
SLoAvTA» Katd JP.

YvotaTiké tng Bdong CGR-ES-017: MpomuAonapaBévn: mpwTn OAN HE X0PaKTNPLOWS dlaAvTtdTNTAG OTO VEPD
«MOAD Alyo dlaAvTtrh» Katd JP.

Hydrocortisone base: white crystalline powder showing polymorphism. Incorporate cold into topical preparations,
dissolved or finely powdered.

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.

Hydrocortisone: raw-material water solubility is classified as very slightly soluble by JP.

Propylene glycol: retain original manufacturer, lot and reliable certificate. For the applicable raw materials, FDA
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describes DEG and EG testing, each limited to 0.10% under the relevant monograph. This is a raw-material limit.
Component of base CGR-ES-020: Liquid Paraffin: raw-material water solubility is classified as practically insoluble
by JP.

Component of base CGR-ES-020: Polysorbate 80: raw-material water solubility is classified as miscible by JP.
Protect the raw material from light.

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: [2], [4], [5], [6], [7], [10], [11], [12], [13], [14], [15]

Mpootacia epyalopévwy / Staff protection

KaBapr poakpupdvikn epyaoctnplakr evduvpoaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPS. ANy YOV TLWY
HETE and enudAvvaon/eBopd.

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

References: [11], [3], [8]

EKTipnon kKivdéovovu / Risk assessment

MpomuAgevoyAukdAn: vmoAoy{eTal n cLVOALKH €kBean amd OAa Ta edpuaka, WBlwg og veoyvd, madLld KATW Twv 5
ETWVY KoL vePpLkA/Nmatikr duogAettovpyla. Mo and tov otépatog xopriynon: mag/kg/nuépa = mg/mL x mL avd
nuépa + Bdpoc kg.

ZuykekpLuévn mapTida avagopdc: 100 g. MNpwTto cvaTtatikd: YdpokopTiZdvn, 0.5 g. EAEYETE aveEdpTnTa TN
XNULKA HoP®H, TG HOVADEC Kal K&BE KALLAKwaon mpv and Coylon.

EAéYETe oelpd MPoaBAKNG, Slapopd Bepuokpaoiag PATEWY KL OLOLOYEVELX HETA TNV YOEN. AlaXWPLOUOC pAoewy
prnopel va aAAGEEL TOTIKA MEPLEKTLKATNTA KL KATAVOUY oLVTNPENTLKOV: dev anokabloTtaTtatl avbaipeTa pe
npP6oBeTo vePS i YOAAKTWHATOMOLNTH.

Kataypdyte yla Tnv Tomkr avéAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKeLa avolkTol
XELPLOMOD, MBAVEC 0600G €KBEONG KL AMOTEAETUATIKOTNTO TWY HETPWY eAEyXOoL. AuTd elval atolyela elgédouv
NG aloAdynong: 6ev amnodibetal mMPooYNUATIKOG TEAKOC BaBUdC KlwbOvou.

Inueio eAéyxouv amodéapuevong: eAEYETE CUOOWHATWHATA, KPUOTAAAOLG, TOTILKEG BLAPOPEC LPNG KAl EAEVBEPO
LYpPS6 HETE TNV OAoKARpwaon TNG pHEBSdov. Kataypdyte yewpeTpla avdpEng, péyebog naptidag Kal MPaAyHATIKEG
BepUOKPAO(EG: HETAPOPA apLlBUOD OTPOPWY 08 GAAO avaulkTApa dev anodetkviel Looduvauia.

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, 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: [11], [4], [17], [19]

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], [8]

Texkpnpiwon BUD / BUD rationale

ALdpKeLa aTNY INYA: 3 PMAVEG.

H dudpkela avtr elvatl 0dnyla TNG CLYKEKPLUEVNG QappaKoToLaG/MNYAG. ZTOV MapovTa EAeyx0o dev emaAnBe0TNKE
MAAPNG TPWTOYEVAC MEAETN TIOL VO TEKHUNPLWVEL TAVTOXPOVA XNHLKH, PUOLKH Kol UIKPOBLOAOYLKHA EMEKTAON TNG
(6lac TeAkig obvBeonc.

EMAEYEVOC YEVLIKOG KOVOVAC: €WC 35 NUEPEC Yo LBATIKA HOPPH HE KATAAANAO 0OOTNUA CLUVTHPNONG OTNY TEALKA
obvBeon Kat pH. Xpnaotwonotjote 20-25 °C, i 2-8 °C yévo étav n nnyr to enmttpénel/anattel Kat N popen
MoPAUEVEL KATAAANAN. Aev enapke( N ovopaoia evdc ouvTnENTIKOL £4v aLTO €xel apalwbel, adpavorolnOel
peTaepBel o GAAN @don.

To 6plo BLRALOYPAPLKAG ava@opdc TnS nmapoloac ékdoong lval n cuvtopdTeEPN HETAED TNG Mapandvw dldpkeLlag
TNYAG Kal Tou YeVLKoL oplov. MNa napdtaon anotte{tal TeEKunpiwaon mov KAAOTTEL
SpaoTIKA/EKBOXO/MEPLEKTIKOTNTA, MEPLEKTN, Oepokpaaia, HEB0B0 eVOELKTIKH 0TABEPSTNTAC KaL, YLa LOATLKN
EMEKTAON, TNV AMALTOOUEVN HikpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia aglooyeital
XWPLOTA 0To MARPEC KE(eVS TNG.

Huepounvia xpriong = n evwpitepn emtpenth nUepopnvia and napaokevr + emAeyuévn dldpkela, AREELC TPWTWY
LAWY KoL TUXOY CLVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog HETA To dvolyua dev mapaTteivel To cLVoALké BUD. H
TeAKA NUEPOUNV{O CUUMANPWVETAL YLA TN CLYKEKPLUEVN TTaPTIBA HETE TOLG EAEYXOULG.

O yevikdG kavédvag anoteAel ouvTNPENTLIKS dpLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTidac. H katnyopia ovuvdéeTal pe TNV TEALKA oOVOEON, TN cLVTAPNON KAl TG EMTPENOUEVEG BEpUoKkpaaiec. H
TR aw 6gv MPOKOMTEL and TO M0G0 TO VEPOL | TNV AMWAELX KATA TN Efpavan. MNa Tekunpiwaon xpnolonotioTe
SOP-014 kat F-006- ywa €161krj aw, SOP-017 kat F-012.

H USP 6¢ev amnattel pétpnon aw oe kKadBe pn otelpo napaockebaopa. H tekunpuwuévn tagvéunon tng
OLYKEKPLIEVNG oVvBeaNnG pnopel va xpnotpomole{tat wg 0dnyd¢: kataypdeeTal pnTéd WG eKTiNON Kot OxL WG
pétpnon. Auei{BoAn | oplakr tagwéunon anattel €6kd TEKPAPLO A KATAAANAN HéTPnon. H nuepounvia TeAkoO
okevdopaToc 6ev vepPBaivel Tn SlaBéoun NUEpounvia Twy BN MUPACKEVATUEVWY CLOTATIKWY/BACEWY, EKTOC Qv
€xeL vloBeTNBel emapkrg e8Ik TekUNP{woN yla TNV akpLBr] TeAk obvBean.

Period reported by source: 3 months.

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 agueous 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 aqueous 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.

References: [11], [9], [16], [18], [20]
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Mpoamairtovpeva / Prerequisites
Nonionic O/W Emulsion 2 EX011: CGR-ES-020
Nonionic O/W Emulsion 2 EX011: CGR-ES-020

References: [1]

EEomAlopoGg / Equipment

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

AeloTpBrioTe LOPoKOPTIZSHVN HE TNV EAAXLOTN avaykaia MPOMUAEVOYAUKOAN. EvowpaTtwaoTe TNV 16N youxper Bdon
EX011 Kal opoyEVOTIOLAOTE.

Triturate hydrocortisone with minimum necessary propylene glycol; incorporate cooled EX011 base and
homogenise.

References: [1]

Mapatnpnioelg / Observations
Mpdkettat yia vEpokopTICOVN, OxL 0ELKH LEpoKopTIZOVN. KaTtaypdyte TN HAla TPOTIUAEVOYAUKOANG.
Hydrocortisone, not hydrocortisone acetate. Record propylene glycol mass.

References: [1]

MNeplékTnNG KaL ovokevaoia / Container and packaging
KaAd kAelotd 6oxelo PVC: <30 °C, npooTtaoia amnd owc.
Well-closed PVC jar; <30 °C, protected from light.

References: [1]

MowoTikO6G éAeyxoG / Quality control

A€LKH, OTIATIVA, NULOTEPEN KPEUQ.

EAeyX0G MOAVOALKWY MPWTWY LAWVY: Yo papuaKeia, EAeyXoG KEBe mapTidag | TEKUNPLWHEVN dlac@dALlan eAEyxoL
and a&lénioto npounBevth Katd FDA. H anAr tavtonoinon pe IR dev anokAeiet DEG/EG.

H néBobog, To 6pLo amodoyxrc, N MPAYHATIKA TIUH Kal 0 EAEYKTAC KaTtaypdeovTal xwplotd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavadAnyn eAéyxwv xpeldleTal
attoAdynon.

White, glossy semi-solid cream.

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], [7], [19]

®0Aa&n / Storage

KaAd kAelotd doxelo PVC: <30 °C, npootaaoia and owc.
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Well-closed PVC jar; <30 °C, protected from light.

References: [1]

AwaOeon / Dispensing

AldBeon ue oaer 066 Xprong, MEPLEKTLKOTNTA Kal Nuepopnvia xpriong. H mogétnta avd epapuoyn Kat n
oLYXVOTNTA CUUMANPWYOVTOL COUPWVA UE TN CLVTAYH.

Dispense with a clear route, strength and use-by date. Complete amount per application and frequency from the
prescription.

References: [1]

EmioApavon / Labelling

Kpéua vdpokoptildévng 0,5% w/w - AEMPS

EEwTepLKA Xprion

MNooétnta: _ Maptida:

MNapaokevdotnke: _ XpAon éwg:

AoBeviig / 86on / ovyvéTnTa:

®OAAEN: KaAd kAewotd doxelo PVC:- <30 °C, nmpootacia and ¢wg.
©epuokpaoia yia to BUD autAg tng naptidag:

Hydrocortisone Cream 0.5% w/w AEMPS

External use

Quantity: _ Batch:

Prepared: __ Useby:

Patient / dose / frequency:

Storage: Well-closed PVC jar; <30 °C, protected from light.
Temperature for this batch BUD:

References: [1]

v9 controls / v9 _controls

To apBunTikd 6plo oto apxeio elvat pévo 6pLo BLRALOYPAPLKAC ava@opdc uTd TIC £6LIKEC poDMoBEoeLg. Agv €xEL
oplotel BUD npayuaTtikAg maptidag kat 6ev £xovv mapaxOel petprioelg aw. H akplBric obvBeon, ta
TIPOATALTOVHEVA, O MEPLEKTNG, N GOAAEN Kal Ta ool ela EAEYXOUL TIPETMEL VO EYKPLOOUY YLa TN CLUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAEyYO BLAPKELAC HETA TO Avolypa. Ta dpla USP elval Texviké mAaiolo Kat 6ev
nopovaldfovtatl WG EAANVIKH vouoBeaoia.

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.

AveEdpTNTN EAANVLKA KOl ayYALKH anédoon/opydvwaon otolxelwy TNG avaeepdpuevng nnyng. Aev anoteAel enlonun petdepaon i €ykplon Tou
€KOOTN.

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

Mnyéc koL mapanopunéc / Sources and references

[1] FN/2003/FMT/013 HIDROCORTISONA, CREMA DE

2003 | PDF pp. 2 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas/fn_2003_fmt_013.pdf
[2] FN/2003/PA/014 HIDROCORTISONA

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-2 | raw material or occupational | 2026-09-10
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https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_014.pdf

[3]1 PN/L/PG/002/00 INDUMENTARIA

AwoBéotpo kelpevo / Retrieved text | PDF pp. 1-5 | general staff protection | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf
[4] 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

[5]1 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

[6] MHLW - Japanese Pharmacopoeia XVIII: Hydrocortisone

JP XVIII, 2021; English text | Printed p. 1113; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904440.pdf

[7]1 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

[8] 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

[9] 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

[10] MHLW - Japanese Pharmacopoeia XVIII: Liquid Paraffin

JP XVIII, 2021; English text | Printed p. 1477; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[11] FN/2003/EX/011 EMULSION O/A NO IONICA 2

2003 | PDF pp. 2 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_011.pdf

[12] MHLW - Japanese Pharmacopoeia XVIII: Polysorbate 80

JP XVIII, 2021; English text | Printed p. 1550; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[13] MHLW - Japanese Pharmacopoeia XVIII: Methyl Parahydroxybenzoate

JP XVIII, 2021; English text | Printed p. 1343; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[14] FN/2003/EX/025 SOLUCION CONCENTRADA DE HIDROXIBENZOATOS

2003 | PDF pp. 2 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_025.pdf

[15] MHLW - Japanese Pharmacopoeia XVIII: Propyl Parahydroxybenzoate

JP XVIII, 2021; English text | Printed p. 1601; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[16] 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
[17] 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
[18] USP - Compounding Standards and Beyond-Use Dates, 2022 update
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17,

L

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
[19] 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
[20] 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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