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Noo1po evaiwpnua vdpokopTiovnc 1 mg/mL AEMPS

Hydrocortisone oral suspension 1 mg/mL 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 mL

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Y6pokopTildvn Bdon 100 mg
Hydrocortisone base

FAUKEPOAN 0.5 mL
Glycerol
Kttpkd o&0 novoddpikd 600 mg

Citric acid monohydrate

Zipdm ye ovvtnEnTikd AEMPS 15 mL
Preserved syrup AEMPS

Méown yéAn vatplodxov KapueAASOTNG 1% AEMPS g.s. ad 100 mL
Sodium carmellose oral gel 1% AEMPS

MpoanaiToVpeva / Prerequisites

CGR-ES-003 Preserved syrup 84% w/v AEMPS - unresolved mass balance; CGR-ES-004 Sodium carmellose oral gel
1% AEMPS

MNeprypag@n okevaopatog / Preparation description

Néouo evalwpnua: Méoipo evalwpnua bdpokopTZdvnG 1 mg/mL AEMPS. Mpdabeta kpLtrhpLa epedviong Sev
TEKUNPLWYOVTOL 0TO E€TAOBEY €LBLKO KelpEVO.

Oral suspension: Hydrocortisone oral suspension 1 mg/mL AEMPS. Additional appearance criteria are not
established by the specific text reviewed.

References: [1]

Apaon kaL xpAon / Action and use

TAUKOKOPTIKOELBEG.
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Glucocorticoid.

References: [1]

Mpodiaypagéc / Specifications
pH 3.5-4.5

pH 3.5-4.5

References: [1]

®wg / Light

Ma 1o TeAkd okebaoua n mnyn opiCeL:
Kexplumapévia yudAvn eLaAn, Bdwtd nwua, 2-8 °C- npootaoia amnd owg.
Y6pokopTLlldvn Bdong: mpootacia and gwe KATA TNV MOPOCKELH TOTILKWY HOPPLIV.

For the finished product the source specifies:
Amber glass screw-cap bottle, 2-8 °C; protect from light.
Hydrocortisone base: protect from light during topical compounding.

References: [11], [2]

Aépac kalL o&eidbwon / Air and oxidation

Agv mopéxetal HEAETN 0EWBWTIKAG oTaBepdTNTAG TOL TEALKOU piypaTog o0Te anaitnon adpavolg atudoealpag.
Tnpeltal o mepLéKTNG 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

H yAukepOAN avautyvoeTal he vepd. AvTto 6ev Kabopi(Tel ULkpoBLoAOYLKH 0TABEPSTNTA TOU OKELAOUATOG.

Kitpikd 0D povoddpikd: n avtiotolxn kabapr npwtn OAN katd JP elvat moOAD evdldAvtn oTto vepd.

Y6pokopTLldvn Bdon: n avtiotowyn kabapr mpwtn OAN Katd JP e{val oAD Alyo dlaAvtrh oto vepPod.

YvotaTiké tng Bdong CGR-ES-003: Zakyxapdln: n avtiotowyn kabapr mpwtn VAN Katd JP elval MOAD evdLEALTN OTO
vepPo.

ZuoTaTtiké TnG Bdong CGR-ES-002: MapaddpoguBevloikdc pebuieotépag: n avtiotolyn kabapr npwtn OAN KaTd
JP glvat Alyo dlaAvtr oto vepd.

ZuoTaTiké TNG Bdong CGR-ES-002: MapaddpoEuBevloikdC mpomuAeoTépac: N avtioTolyn Kabapri mpwtn VAN KATA
JP elvat moAD Alyo 6laAutr oto vepd.

Glycerol is miscible with water. This does not establish product microbiological stability.

Citric Acid Hydrate: JP classifies the corresponding pure raw material as very soluble in water.

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

Component of base CGR-ES-003: Sucrose: JP classifies the corresponding pure raw material as very soluble in
water.

Component of base CGR-ES-002: Methyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as slightly soluble in water.

Component of base CGR-ES-002: Propyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as very slightly soluble in water.

References: [3], [5], [6], [10], [11], [12], [13], [14]
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Yypaoia / Humidity

Yypoaokotikr] YAUKEPOAN: neploplote €kBeaN TNG MPWTNG DANG OTNV LYpaoia.

Y6pokopTildvn Bdong: xapnAr vypacia meptBEAAOVTOC KATA TOV XELPLOUO.

MovoDbdpiLkd KLTplkd 0ED: eEavOnuaTikd oe Enpd aépa: eAEYETE TNV EVLBATWHEVN LOPPH KL TO TILOTOTOLNTLKO
avdAvonc.

Glycerol is hygroscopic; limit raw-material exposure to moisture.
Hydrocortisone base: handle at low ambient humidity.
Citric acid monohydrate is efflorescent in dry air; confirm hydrate identity and certificate of analysis.

References: [2], [3], [5]

Oeppokpacia / Temperature

Ma 1o TeAkd okebaopa n mnyn oplCeL:
Kexpumapévia yodAwwn LaAn, Bdwtd nwua, 2-8 °C- npootacia and @wc.

For the finished product the source specifies:
Amber glass screw-cap bottle, 2-8 °C; protect from light.

References: [1]

pH kaiL cupBatoTnta / pH and compatibility

MpodLaypa@r] TOL CLUYKEKPLUEVOL OKELATUATOC, OXL E0POC amodedelyuévng oTtabepdTNTAC:
pH 3.5-4.5

Specification of this preparation, not a demonstrated stability range:
pH 3.5-4.5

References: [1]

AAAec aAAnAemidpaocelg / Other interactions
FALKePOAN: emkivduvn avtidpaon pe Loyvpd oEEBWTIKA.
Glycerol: hazardous reaction with strong oxidising agents.

References: [3]

Eld1ka otolxeia cvotaTikwy / Ingredient-specific information

H avagopd mkprig yebong elval meptypagrn tng nnyng, éxtL odnyla yevoTikAG SOKIWAC O0TO EpyaaTriplo.
FAUKEPOAN: dxpwHO, Slavyég, MaxOPPELOTO Kal EVTOVA LYPOTKOTILKG LYPO. AvaulyvieTal e vEPS, aAAd slval
TMPAKTIKE adldAvTn o Aumapd kot alBépLa éAala.

Y8pokopTL{évn B&ong: AeUKA KPLUOTAAALKH KOVLG |E TOAVUOPQLOMS. ZTLG TOTILKEG MAPAOKEVEG EVOWUATWVETAL EV
Yuxpw, dlaAvuévn  Aentd Kovlomotnuévn.

KLTplkd 0ED HOVODBPLKG: MPWTN VAN WE XOPAKTNPLOUO SLaAuTOTNTAG 0TO vEPS «TMOAD €LBLEALTN» KATA JP.
Y6pokopTlOvn Bdon: mpwTn VAN HE XoPaAKTNPELOUS dlaAvTédTNTAG 0TO vEPS «TOAD Alyo SLlaAvtrhi» Katd JP.
FALVKEPOAN: MapaAafr HE TALTOTNTA APXLKOL MaAPAYWYODL, MapTda Kat aELOTLOTO MOTOMOINTIKO. A TG OXETIKEC
MPWTEG VAEG, To FDA avagépel EAeyxo dlatBuAevoyAukdAng (DEG) kat atBuAevoyAukOANnG (EG), kaBeuldg €wg
0,10% oOpgwva HE TNV EQapuooTéa povoypaia. To éplo agopd TNV mpwTn VAN.

2uoTaTiké TNG Bdong CGR-ES-003: Zakyxapdln: mpwTn VAN UE XOPAKTNPLOUS SLaALTOTNTAC OTO vEPS «TTOAD
€udLdAvTN» KT JP.

YvotaTiké tng Bdong CGR-ES-002: MapaddpoguBevlolkdc HeBLAECTEPAG: MPWTN VAN LE XAPAKTNPLOUO
BLOALTOTNTOC 0TO vEPD «Alyo BlaAvuTr» KaTtd JP.

Zuotatiké NG Bdong CGR-ES-002: MapaddpoguBevoikdg MPonuAeoTéPaG: MPWTN OAN UE XapaKTNPLoUd
dloAvTéTNTOAG 0TO VEPS «TIOAD Alyo SLaAvTr» Katd JP.

The reference to a bitter taste is a source description, not an instruction to taste the product in the laboratory.
Glycerol: clear, colourless, viscous and strongly hygroscopic liquid. It mixes with water but is practically insoluble
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in fixed and essential oils.

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

Citric Acid Hydrate: raw-material water solubility is classified as very soluble by JP.

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

Glycerol: 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.
Component of base CGR-ES-003: Sucrose: raw-material water solubility is classified as very soluble by JP.
Component of base CGR-ES-002: Methyl Parahydroxybenzoate: raw-material water solubility is classified as
slightly soluble by JP.

Component of base CGR-ES-002: Propyl Parahydroxybenzoate: raw-material water solubility is classified as very
slightly soluble by JP.

References: [1], [2], [3], [5], [6], [7], [10], [11], [12], [13], [14]

Mpootacia epyalopévwy / Staff protection

Kabapr HoKpLUPAVIKN EpyaoTnplakr evdupaoia, KEALYN HAAALWY KOl YEVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvaon/eBopd.

Xelplotelte T TOyLon kot AstotpiBnon oe xwWpo/dldtagn mov neplopifel Hlaomopd Koviwy, e mpooTaaia
0QOAAHWY- 0 TUTIOG AVATVELOTIKAG TpooTaciag kaBop(letal and tTn ocLYKEKPLUEVN €KBEDN.

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: [11], [4], [8]

ExTtipnon kivdovov / Risk assessment

ZuykekpLuévn naptida avagopdc: 100 mL. MpwTto cvotaTikd: YopokopTildvn Bdaon, 100 mg. EAEyETE aveEdpTnTa
TN XNUWKA Hoper, TG HOVAdEC Kal KABE KALUdKwaon mpv amnd COyLon.

Kplowo teAikd xapaktnploTikd elval n enavadlaonopd: opoyevomoloTe Py and vrnodlaipean, eEAEYETe okANPS
{Cnpa kat emaAnBebote 6TL N Babuovounuévn oTodaTIK clpLyya HETPA Tov analttoOpevo dyko Xwpig
anéppagn/aépa. H dladyela 6ev elval KPLTAPLO aMOdOoXAG EVaLWPAHATOGC.

Kataypdyte yla TNV TOMKA avdAuvon moodtnTa avd Napagkevr, ouxvétnta £pyaciog, dLapKeLa avolkTol
XELPLOMOD, TBAVEG 06006 €KBEONG KL AMOTEAECUATIKOTNTA TWY HETPWY eAEYX0L. AuTd elval atowela elgédouv
NG agloAdynong: 6ev amodibeTal MPOoXNUATIKAC TEALKOG BaBUdC KlvdOvou.

2nuelo eAéyyov amnodéopevong: delypa and avTimpoowneLTIKG onuela kat and tnv apxi/TéEAog NMARPWONG, UE
Kataypaer kabilnong f Slaxwplopol Kot enavadlacmopdc. EAEyETe 6T n mpoBAenduevn AfYn amodidel tnv
anattoVpevn moodTNTa: N eEWTEPLKA opolopop@ia pévn TG dev amodelkvieL opolopoppia SPACTIKAC.

Reference batch: 100 mL. First ingredient: Hydrocortisone base, 100 mg. Independently check chemical form,
units and every scale conversion before weighing.

Redispersibility is critical: homogenise before subdivision, check for hard sediment and verify that the graduated
oral syringe delivers the required volume without blockage/air. Clarity is not an acceptance criterion for a
suspension.

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: sample representative locations and early/late filling; record settling or separation and
redispersibility. Verify delivery of the intended amount; visual uniformity alone does not demonstrate API
uniformity.

References: [1], [16], [18]
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ZuvOnkec mapaockevng / Compounding conditions

Mpw and avdulgn: Tavtonoinon xNULKAG HOPeAC Kol apTidag kABe cuaTATIKOD, KaTaypaPr BEWPNTIKWY
MOCOTATWY KAt éAEYX0GC KaBapldTNTAC TOu EEOMALOUOD. OL BEpUoKPaOleEG Kal N oelpd MPoodrkNg elval AVTEC TNC
MopaKATW dladikaoiag.

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]

Tekpnpiwon BUD / BUD rationale

Aldpkela otnv nNyA: 90 nUéEPeC KAELOTO- avolktd 30 NUEPEG.

H dudpketa avtr elvatl 0dnyla TNG oLYKEKPLUEVNG QappaKoToLac/MNYAG. ZTOV MapdvTa EAeyx0o 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 0OOTNUA CLUVTHPNONC OTNY TEALKH
obvBeaon Kat pH. Xpnotwdonotjote 20-25 °C, i 2-8 °C yévo étav n nnyr To emTpénel/anattel Kat N popen
TMUPAPEVEL KATAAANAN. Agv entapkel N ovopaaoia evédg ouvTnPENTIKOL £Av oL TS €xel apalwOel, adpavomolndel
peETaepOBel o GAAN @don.

To 6pLo BLBALOYPAPLKAG ava@opds TnG napovoag £€kdoong elvat n cuvtoudTePN HETAED TNG MapaTdvw dLdpKeLag
nmNYAG Kat Tou yYevkoL oplov. MNa napdtaon anatte{tal TekunEiwaon mov KAAOTTEL
5paoTIKA/EKDOXO/MEPLEKTIKATNTA, MEPLEKTN, Bepuokpacia, HEB0B0 eVOELKTIKY 0TABEPSTNTAC KaL, Yla LOATLKN
EMEKTAON, TNV AMOLTOOMEVN HIKpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia a&looyeital
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 EAEYXOULG.

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 mMpokLTTEL and To MoooaTéd vEPOL N TNV amMWAeLx KaTtd TNV EApavon. MNa tekunpiwon xpnoluonotiote
SOP-014 kat F-006- ywa €161krj aw, SOP-017 kat F-012.

Ateukpivion USP: dev anatte{tal pétpnon aw yla k&be pn otelpa napaockevr. H katnyopia pnopel va tekunplwOel
and TNV akpLBr obvBeon Kal KATAAANAQ QVTLMPOOWTEVTIKA Mapadelypata: dtav n obvdeon elvat aBéRatn
oplakr, MPOTIPATOL EL6LKA HETPNON HE KATAAANAN LUEBOBO. ZTNY napoloa ékGoan Hev umdpyel HeETPNUEVN aw OUTE
anodeapevpuévn moptida. H Sldpkela Tov TEALKOD OKELAOPATOC KaTtd Kavdva 6ev vepBaivel To evanouévov BUD
TWY EVOWUATWHEVWY YAANVIKWY BAoswv/evolapéowy. EEaipeon xpetdletal €dikr attioAdynon 6Tl dgv
ennpedletal SUOPEVWG N PLOLKH, XNHULKHA A HIKkpoBLoAoyLkA moldTnTa. Kataypdyte YWPLoTd TeEAKS 6pLo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPEOWY Kal MPAYHATIKA nuepounvia ARENG Toug.

ALY WPLOUOC KAELOTOU MEPLEKTN/XPAONG: TO AVWTATO 6PLO avapopdc TNG mMapoloac €k6oang yLa KAELOTS mpoidv
elval 35 nuépeg vmd TIC avapepdueveC Mpolnobéoelc. Metd To dvolypua epapudélovtal to MoAD 30 NUEPEC K
navtoTe PéxpL TNV evwpitepn 6N kaboplopévn cuvoAikr ANEN. To dvolypa 6gv Eekvd véo guvoAlkd BUD.

Period reported by source: 90 days closed; 30 days in use.

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.
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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 clarification: aw measurement is not required for every nonsterile preparation. Category assignment may use
the exact composition and relevant representative examples; an uncertain or borderline formulation is best
assessed by a suitable specific measurement. This edition contains no measured aw or released batch. The final
preparation generally must not outlast the remaining BUD of its compounded bases/intermediates. An exception
requires specific justification that physical, chemical and microbiological quality is not adversely affected. Record
the final limit, intermediate preparation dates and their actual expiry dates separately.

Closed/in-use distinction: this edition’s closed-container reference ceiling is 35 days subject to its stated
prerequisites. After opening use no longer than 30 days and never beyond the previously assigned overall expiry.
Opening does not restart the overall BUD.

References: [1], [9], [15], [17], [20]

Mpoamaitovpeva / Prerequisites

Preserved syrup 84% w/v AEMPS: CGR-ES-003
Sodium carmellose oral gel 1% AEMPS: CGR-ES-004
Mpoamnatte{tal anodeauevpévn KoL oploTikomolnuévn Bdon EX029 / CGR-ES-003.

Preserved syrup 84% w/v AEMPS: CGR-ES-003
Sodium carmellose oral gel 1% AEMPS: CGR-ES-004
A resolved and released EX029 / CGR-ES-003 base is required.

References: [1]

EEZomAlopog / Equipment

Zuyég KaTtdAANANG eAdxlotng COyLong, youdi/omepog A opoyevonolnTthg, doxela avdulgng, ondTtouvAeg,
BepudueTpo dtav undpyxel O€ppavaon, dpyava oyKopéTpNong yla noodtnteg mL.
BaBpovounuévo pHUETPO Kot KATAAANAC PUBULOTIKA EAEYYOUL.

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

References: [1]

M£00o60¢ mapaokevnc / Compounding method

NelotpLBrioTte 6paoTIkr UE YALKEPOAN. Mpocbéote olpdmt, 0D Kal TO HEYOADTEPO HEPOC YEANG. MeTOQEpPETE
TIOOOTLKA, CUPTIANPWOTE GYKO KOl OLOYEVOTIOLHOTE.

Triturate active with glycerol. Add syrup, acid and most gel. Transfer quantitatively, make up volume and
homogenise.

References: [1]

Napatnpnoelg / Observations

H Bdon CGR-ES-003 napaokevdletal pe TG akplBelc dnuoatevpéveg avaroyleg kat BewpnTik BAan €Lopowv
1000,75 g. Xpnotgomnoltiote tn {nTobuevn mogdtnTa TNG BAoNng pHévo LETA Toug EAEYXOUC MukvdTNTAC Katl pH. H
TeAKA napaokevr diatnpel avegdptntn agLoAdynon ovuvtripnong, mepLéktn kat BUD.

Prepare base CGR-ES-003 using the exact published ratios and a theoretical 1000.75 g input basis. Use the
required quantity only after density and pH checks. The finished preparation retains its own preservation,
packaging and BUD assessment.

References: [19]
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MNeplékTNG KaL ovokevaoia / Container and packaging
Kexpumapévia yodAwwn @LaAn, Bdwtd nwua, 2-8 °C- npootacia and Qwc.
Amber glass screw-cap bottle, 2-8 °C; protect from light.

References: [1]

MowoTikOG éAeyxocg / Quality control

pH 3.5-4.5

EAEYXOC TMOAVOALKWY TIPWTWY LAWY: Yo @apuokela, EAeyxoc KABe mapTidac f TEKUNPLWPEVN Blag@dALan eAEyxoL
and aflénioto npounBevTr Katd FDA. H anAr tavtonoinon e IR dev anokAeiet DEG/EG.

H nébodog, 1o 6plLo amodoxAC, N MPAYHATIKA TIUA Kol 0 EAEYKTAC KaTtaypdeovtal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavdAnyn eAéyxwv xpeltdletal
attioAdynan.

pH 3.5-4.5

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], [18]

®0AaEn / Storage
Kexplunoapévia yodAwn @LaAn, Blowtd nwua, 2-8 °C- npootaoia and ewg.
Amber glass screw-cap bottle, 2-8 °C; protect from light.

References: [1]

A1aOeon / Dispensing

Xoprynon otnv akpBri cuvtayoypa@nuévn mePLEKTIKOTNTA. Mo LYPA, XpNolonolioTe KATAAANAN
BaBuovounuévn clplyya amd tov oTdPATOC: KaTtaypdyte 660N Kal ocuxvdTNTA And TN CLVTAYH.

Dispense the exact prescribed strength. For liquids use a suitable graduated oral syringe; record dose and
frequency from the prescription.

References: [1]

EmioARpavon / Labelling

MNéoLuo evatwpnua vdpokopTilédvng 1 mg/mL AEMPS

Ané Ttov otéuatog

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviiG / 66on / ouxvéTnTO:

DOAaEN: Kexplumapévia yudAvn eLédAn, Bdwté nwpa, 2-8 °C- npootacia amnd wc.
Avakivrjote/enavadloone{pete kKaAd pw and xpron.

©eppokpaoia yla To BUD auTtAg tng naptidag:

Hydrocortisone oral suspension 1 mg/mL AEMPS

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:

Storage: Amber glass screw-cap bottle, 2-8 °C; protect from light.
Shake/redisperse well before use.

Temperature for this batch BUD:
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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/2024/FMT/040 HIDROCORTISONA 1 MG/ML SUSPENSION ORAL

2024 | PDF pp. 1-8 | master formula | 2026-10-14
https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas-pediatricas/fn_2024_fmt_040.pdf
[2] FN/2003/PA/014 HIDROCORTISONA

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

[3] FN/2003/PA/013 GLICEROL

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-2 | raw material or occupational | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_013.pdf

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

Awabéoipo 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_|_pg_002_00.pdf
[5] MHLW - Japanese Pharmacopoeia XVIII: Citric Acid Hydrate

JP XVIII, 2021; English text | Printed p. 769; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904440.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: Sucrose

JP XVIII, 2021; English text | Printed p. 1748; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf
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[11] FN/2019/EX/029 JARABE SIMPLE (84% P/V) CON CONSERVANTE

2019 | PDF pp. 1-2 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2019_ex_029.pdf

[12] 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

[13] FN/2017/EX/028 AGUA CONSERVANTE SIN PROPILENGLICOL

2017 | PDF pp. 1-2 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2017_ex_028.pdf

[14] 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

[15] Illinois 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
[16] 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
[17] 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
[18] 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
[19] SEFH - Manual de Farmacotecnia

2023 | p. 71, Table 2; p. 177 preservatives; p. 302 microbiology | Professional society manual: corroborates EX029 listed ingredient masses;
not an AEMPS erratum or stability experiment | 2026-09-12

https://www.sefh.es/bibliotecavirtual/manual_farmacotecnia/manualFARMACOTECNIAFINAL_.pdf?ts=20230531131600
[20] USP - General Chapter <795> FAQs

Updated 1 November 2023 | Questions 52, 54-56, 60-62; PDF pp. 11-14 | Primary clarification of aw classification, extension prerequisites and
compounded-component BUDs; not automatic Greek legal adoption | 2026-10-14

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

Sikalias Greek Formulary | Reference documentation 9



