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Fé€An peOuviokvTtTapivne 4% EX017
Methylcellulose gel 4% EX017

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

MeBuAokuTtTapivn 1000 49
Methylcellulose 1000

MPOoMUAEVOYALKOAN 59
Propylene glycol

KeTtpuidn 5 mg
Cetrimide
KekaBapuévo vepd g.s.ad 100 g

Purified water

Meplypa@n okevaopatog / Preparation description
JUVEKTLKA NUBLaQavric yYEAN.
Firm translucent gel.

References: [1]

Apaon kai xpAon / Action and use
Bdon i BonOnTikd €K60Y0 yla MEPALTEPW MOPACKEVEC. Agv LloBeTe(TOL TO (BLo BUD peETE MP0ooBrikn 6pacTIKAG.
Base or auxiliary excipient for further compounding. Its BUD is not adopted unchanged after adding an active.

References: [1]
Mpodiaypagic / Specifications
JUVEKTLKA NBLaQavric yYEAN.

Firm translucent gel.

References: [1]
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®wg / Light

Agv mapéxeTal EL6IKA QWTOOTABEPSTNTA TOL TEALKOU TPOIOVTOC. H amatToOUEVN QWTOMPOOTAC(O TOV MEPLEKTN,
epboov opiCetal, avagépetal atn POAAEN.

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

References: [1]

Aépac kat o€eidbwon / Air and oxidation

Agv MapéxeTal HEAETN 0EEBWTLKIAG 0TaBePATNTAG TOL TEALKOD PiyuaTog o0Te anaitnon adpavolc atudopalpac.
Tnpeitatl 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
MponuAevoyAvkOAn: n avtiotolxn kKabapn mpwTn OAN KaTd JP elvatl avaplELun oto vepd.
Propylene Glycol: JP classifies the corresponding pure raw material as miscible in water.

References: [8]

Yypaoia / Humidity

la to TeAkd okebaoua n nnyn opiCelL:

Adlagavéc Balo, mpootaoia and vypaoia, <25°C.

MpomuAevoyAuKOAN: LYPOOKOTILKH: KAE(veETE apéows To doxelo HeETA TN ARYn TNG AMALTOOUEVNG MOCOTNTOG.
MpomnuAgvoyAukdAn: n mpwtn OAN elvatl bypookotitkr Katd JP.

For the finished product the source specifies:

Opaque jar, protect from moisture, <25°C.

Propylene glycol is hygroscopic; close its container promptly after measuring.
Propylene Glycol: the raw material is hygroscopic according to JP.

References: [11], [7], [8]

Oeppokpacia / Temperature

lNa to teAkd okebaopa n nnyn opiCeL:
Adlagavéc Balo, mpootaoia and vypaoia, <25°C.

For the finished product the source specifies:
Opaque jar, protect from moisture, <25°C.

References: [1]

pH kai ouppatotnTa / pH and compatibility

Agv op{CeTtat €8Lkd €0pog pH TOL TEALKOU OKELATUATOG. Agv TipooT{BeTal pLOULOTAG PH XWPIG TEKUNPLWHEYVN
aAAayr TnG obvBeang.

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

References: [1]

AAAec aAAnAemidpaoelg / Other interactions

Ketpwuidn: aoupuBatdTNTO HE OEAMWVEG KAl AVIOVIKA EMLOAVELODPAOTIKE, punevToviTn, LWoLo Kat LBpPogeidla
oAKaA{wvY.
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Cetrimide: incompatible with soaps, anionic surfactants, bentonite, iodine and alkali hydroxides.

References: [6]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

KeTpluildn: katlovikr évwaon TeETAPTOTAYOUG AUPwWYiov Ye avTionmTikh 6pdon. AnogeldyeTal avAULIEN E AVIOVIKEC
Bdoelc i odnwveg.

MpomuAevoyAvkOAn (1,2-npomnavodldAn): dxpwpo, LEWoec LyPS avaulELpo pe vepd, ov Aettovpyel WG cLVBLAADTNG
Kal bypavTikd. H mapovaia tng o€ Uikpr moodTNTA 6V AMOBELKVUEL EMAPKE cuvTHPNON.

MpomuAevoyAUKOAN: MPWTN VAN LE XOPAKTNPELOUS dlaAvTtdTNTAG 0TO vEPS «avapi§Lun» katd JP.
MPOTMULAEVOYAUKOAN: MapaAaBr HE TALTHTNTA apyLkol mapaywyol, noptida kat aElémioto maotonotnTikd. MNa TLg
OXETLKEG MPWTEC VAEG, To FDA avagépel EéAcyxo SlatBuAevoyAukdANnc (DEG) kat atBuAevoyAukdAnG (EG), kaBOeguLdg
£€w¢ 0,10% cOPPWVA PE TNV EQaPUOTTEN Hovoypagia. To éplo agopd TNV mMpwTn VAN.

Cetrimide is a cationic quaternary ammonium antiseptic. Avoid mixing with anionic bases or soaps.

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.

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: [6], [71], [8], [9]

NMpootacia epyalopévwy / Staff protection

Kabapr HaKpLUPAvIKN EpyaoTnplakr evdupaoia, KEAALvYN HAAALWY KOl YAVTLa KATd Tov XELPLoUd. AAAQYH YOVTLWV
META amd emudAvvon/ebopd.

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

References: [1], [2], [10]

EKTipnon kKivéovovu / Risk assessment

MpomuAevoyAvkOAn: vroAoy{CeTal n cLVOALKH €kBean amd dAa Ta pdpuaka, Wlwg o veoyvd, madld KATwW TwWv 5
ETWV KoL veppLkA/NmaTikr duoAettovpyla. MNa and tov otduatog xopriynon: mg/kg/nuépa = mg/mL X mL avd
nuépa + Bapog kg.

ZuykekpLuévn naptida avagopdc: 100 g. MpwTto cvotatikd: MeBuAlokutTapivn 1000, 4 g. EAEéyETe aveEdpTnTa TN
XNUIKA Hopor, TIG HoVAdECG Kal KABe KALUdKwaon mpwy and CoyLon.

QC evdLapEeTo, PEPEL ELBLAKPLTN TAVTAHTNTA KAl GLYKEVTPWON: 6ev dlaTiBeTal wg TEAKS @dpuako. H apaiwon A
npooBnikn 6pacTtikig anattel véo umoAoylopd ekdOXwWvY, cuvtApnong Kat BUD. EAéyEte &TL kABe eEapTwpevn Bdaon
€xel anodeoueLOEL.

Kataypdyte yla TNV TOMKA avdAuvon mocdtnTa avd Napaokevr, ouxvéTnta epyaciog, dLapKela avolkTol
XELPLOMOD, TBAVEG 06006 €KBEONG KL AMOTEAECUATIKOTNTA TWY HETPWY eAEYX0L. AuTd elval atowxela elaédouv
NG agloAdynaong: 6ev amodibeTal MPooXNUATIKAC TEALKOG BaBUdC KlvdOvou.

©epuLkd aTAdl0 TNG oLyKeKPLPEVNC Bladikaalag: eAEYETE OepUOPETPO, TPOTIO BEPUAVONG, XPOVLKH BLdpKELX Kot
anopuyr unepBEpuavonG/anwAglag dLaAdTn. To TEAog avduEng dev TavtiCeTal pe TEKLNPLWHEVN YOEN A A PN
opoyevormoinan.

Znuelo eAéyyxou amnodéapevonG: EAEYETE CUOOWHATWHATA, KPUOTAAAOUG, TOTILKEG BLAPOPEG LG KAl EAEDBEPO
LYPO HETE TNV 0AOKARPWON TNG HEBGBOL. KataypdyTte yewueTpla avauEng, uéyeboc naptidag Kol MPAYHATIKEG
OePUOKPAOIEG: HETAPOPA apLlBUOD OTPOPWY 0 GAAO avaulkTApa dev anodelkviel 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: Methylcellulose 1000, 4 g. Independently check chemical form, units and
every scale conversion before weighing.

As an intermediate, label identity and strength clearly and do not dispense as a finished medicine. Dilution or
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addition of an active requires new excipient, preservation and BUD calculations. Confirm release of every required
base.

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.

For this procedure’s heating stage, check thermometer, heating method, duration and prevention of
overheating/solvent loss. Completion of mixing does not establish cooling or complete homogenisation.

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], [3], [7], [13], [15]

ZuvOnkec mapaokevng / Compounding conditions

To avtiotolyo PN AEMPS opiCel Beppokpaoia xwpouv 25 £ 5°C Kat oxeTikr vypaoia =60%, ekTtdC av n 6LKA
@OppovAa amattel GAAa. Mpdkettal ya neptBdAiov epyaoiag, éxt yia Bepuokpaoia 8Epuavong i pOAAENG.
TnpolvTaL n ogelpd Mpoaodbrkng, n Oeppokpacia Kat oL xpdvol ov avagépovtatl otn Atadikaoia Mapaokevig. H
€16k povoypapia 5ev anoteAel MARPN HEAETN KATAAANAGTNTAG TOL TOMKOD XWPOUL/EEOTALGIOOV.

The corresponding AEMPS SOP specifies room temperature 25 = 5°C and relative humidity =60%, unless the
particular formula requires otherwise. This is the work environment, not processing or storage temperature.
Follow the addition sequence, temperatures and times stated under Preparation Procedure. The specific
monograph is not a complete qualification of the local facility/equipment.

References: [11], [3]

Texkpnpiwon BUD / BUD rationale

Aldpkela otnv nmnyn: 30 nuUépeg KaTtd TNV TNyA.

H dudpketa avth elvat odnyla TnG ouykekpLuévng papuakomnolag/mnyng. Ztov mapdvta £Aeyxo dev emaAnbedTnKe
A PNG MPWTOYEVAG LEAETN TIOL VA TEKUNPLWVEL TAVTOXPOVA XNHLKH, PUOLKHA KAl LKPOBLOAOYLKH EMEKTACN TNG
(dlag TeAkig obvBeong.

EMAEYEVOG CLVTNPNTIKOC YEVIKOG KOvOvaC: €wG 14 nuépeg aToug 2-8 °C yla LOATLKA HOPQH XWPIC EMAPKWG
TEKUNPLWPEYN ouvTrpnon. MNpodndBean elvat 6TL N YOEN 6ev mpokaAe( KaBITNon, un avaoTPEYLHO dlaxwpLlopd A
GAAN anwAsla KataAAnASdTNTAG. AV auTr N pobndéBeon anotidxeL, 6ev Xpnoluomotle(tal To 14APEPO o€
Bepuokpaoia dwpatiov- anatte{tal edikr Tekunpiwaon ocbvtoung xprong.

To épLo BLBALOYPaPLKAG ava@opdc Tng napoloag €kdoong elval n ouvtopdtepn HETAED TNG MapaATdvVW BLAPKELAG
mNyAG Katl Tou YeVkoL oplov. MNa napdtaon anatte{tal TekunEiwaon mov KaAOTTEL
SpaoTIKA/EKDOXO/MEPLEKTIKATNTA, MEPLEKTN, Oepuokpaaia, HEB0B0 eVOELKTIKY 0TABEPSTNTAC KAL, Yla LOATLKN
EMEKTAON, TNV AMOLTOOPEVN UiKpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia agLloAoyeital
XWPLOTA 010 MAAPEG KE(PHEVS TNG.

Huepopnvia xpriong = n evwpitepn emtpentr nuepopnvia and napackevr + emAeypévn dldpketa, AREELG MPWTWY
VAWV KoL TUXOV CLUVTOUETEPO TEKUNPLWHEVO OpLo. O Xpdvog PETA To dvolypa 6ev napaTteivel To cuvoAlkd BUD. H
TEAKH NUEPOUNVI{O CUPTANPWVETAL YLO TN OLYKEKPLUEVN TMapT{BA HETA TOLC EAEYXOULC.

O yevikdG kavédvag anoteAel ouvTNPENTLIKO dPLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
naptidag. H katnyopla cuvdéeTal pe TNV TEAK oOVBeon, TN CLVTAPNON KOl TLG EMTPENOUEVEG BEpoKkpaoiec. H
T aw 6gv MPoKOTTEL and To MocoaTéd vEPODL 1 TNV anWAsLa Katd tnv EApavaon. MNa tekunpiwon xpnollonotiote
SOP-014 kot F-006- yia €16ikry aw, SOP-017 kot F-012.

H USP 6ev anattel pétpnon aw og kdBe un otelpo napaockedaopa. H tekunplwuévn tagwéunon tng
OLYKEKPLUEVNG a0vBeang umopel va xpnotpomnole{tal wg 0dnydc: kataypdeeTal pntd we ekTiunon Kat éxt wg
pétpnon. Auei{BoAn 1 oplakr Tagwéunon anattel €16Lkd TEKUAPLO A KATAAANAN H€TPNoN. H nuepounvia TeALKOO
okevdopatog dev vepPaivel Tn dlaBéoun nuepopnvia TWv N MAPACKELAOUEVWY CUOTATIKWY/BACEWY, EKTOC av
€xeL voBeTnOel emapkAC 16K TeEKUNPlwon yia TNV akpLBr TeAK obvBeaon.

Period reported by source: 30 days according to the source.
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.
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Selected conservative general rule: up to 14 days at 2-8 °C for an aqueous form without adequately established
preservation. Refrigeration must not cause precipitation, irreversible separation or other loss of suitability. If that
condition fails, do not apply 14 days at room temperature; obtain specific short-use evidence.

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 agqueous 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], [11], [12], [14], [16]

Mpoamaitovpeva / Prerequisites

Aev anatte(tal xwploth Bdon pe KwdKS uNTPWOoL. Tuxdy EUMOPLKS OYNUO TTUPAUEVEL TO AKPLBEC KATOVOUXTOUEVO
npotév tou nivaka.

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

References: [1]

EEomAlonog / Equipment

Zuyo6G KaTdAANANG eAdxLoTng 0ylong, youdi/omepog i opoyevonolnthg, doxela avaulgEng, ondTovAgg,
BepudueTpo TV LTIAPXEL BEpuavan, dpyava oykopéTpnong yia 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

AMooLOOWUATWOTE peBuAoKLTTApP(VN. Z€ Mepinmov To pLad vepd atouvg 70°C dLaAbOoTE KETPLUBN. Emndote
pHeEBLAOKULTTOPIVN o€ MAaTOOTOMO Boxelo KAl aproTe va evudaTtwOel pe apyni avddevaon. Mpocobéate
TIPOTUAEVOYAUKOAN QVOUEULYUEVN UE TO LTIOAOLTTO VEPD, OUOYEVOTIOLAOTE, AMOUAKPOVETE amnd LOATAOAOVTPO KAl
woETe. Kéokvo 500 katd mnyH.

Deaggregate methylcellulose. Dissolve cetrimide in about half the water at 70°C. Sprinkle in methylcellulose in a
wide-mouth vessel and allow hydration with slow stirring. Add propylene glycol mixed with remaining water,
homogenise, remove from the water bath and cool. Source specifies sieve 500.

References: [1], [3]

Mapatnpnoelg / Observations

H teAlkr moodtnta elval n Bdon tou nivaka ocdvBeong. Kataypdgovtal mpayUatiky anddoaon, Tux6v anmWAELEC Kal
amokA{oELG 0TO @UANO EKTEAEDNG.

The final quantity is the master-formula basis. Record actual yield, losses and deviations in the batch record.
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References: [1]

MepLékTnNG KalL ovokevaogia / Container and packaging
AdLapavég Balo, npootaaia amnd vypaoia, <25°C.
Opaque jar, protect from moisture, <25°C.

References: [1]

MowoTikO6¢ éAeyxoG / Quality control

ZUVEKTIKA NUBLa@avAg YEAN.

ZuunAnpwpoatikol €Agyyol Tou PN mov mopamnéumneL n nmnyn:

Epgdvion kat pédla. MNa oglpéc naptidwy: ektaoiudtnta, pH Kat ptkpoBLoAoyikdg éleyyog RFE 5.1.4.

pH katd PN/CP/001: katd kavéva pétpnon oto delyua xwplc npoeneEepyaoia, eKTOC €W6IkAG 0dnylag. MNa akpBn
péTpnon e@apudleTal MOTEVOLOMETPLKT HEB0DOC RFE 2.2.3- ol Tawvieg neplopi{Covtal oe eAéyxoug mov dev
anattolv vynAnf akpiBela.

Ektaowpétnta PN/CP/003: otabepr noodtnta delypatog peTagd vdAvwy mAaKwWy, dladoxikd Bdpn kat xpdvot
KaBopLopévol TOTILKA: peTpolvTal 800 SldpueTpol Kot cuykpiveTal emgdvela évavtt poptiov. MpoteiveTal
Bepuokpaotakn HeTaBoAr £0,5°C. H nnyr 6&v divel kaBoAikd dplo amodoXAC: aLTO TEKUNPLWVETAL TOTLKA.
EAEYXOG MOAVOALKWY TIPWTWY LAWY: Yo apUokela, EAeyyoc KABe mapTidag f TEKUNPLWPEVN Blag@dAlan eAéyxoL
and agLémnioto npoundevTr Katd FDA. H anAr tavtomnoinon ue IR 6ev anokAslel DEG/EG.

H néBodog, 1o 6pLo amodoxAC, N MPAYHATIKY TIUA Kol 0 EAEYKTAC KaTtaypdeovtal xwplotd oto F-005. Anotuyia
kplowng npodilaypagric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavdAnyn eAéyxwv xpetdletal
aLttloAdynon.

Firm translucent gel.

Additional tests from the referenced SOP:

Appearance and mass. For batches: spreadability, pH and microbiological testing RFE 5.1.4.

pH under PN/CP/001: normally test the untreated sample unless otherwise specified. Accurate measurement
follows potentiometric RFE 2.2.3; strips are limited to checks not requiring high accuracy.

Spreadability PN/CP/003: fixed sample quantity between glass plates, with locally defined successive loads and
times; measure two diameters and compare area against load. Temperature variation of £0.5°C is suggested. The
source gives no universal acceptance limit; establish it locally.

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: [1], [3], [4], [5], [9], [15]

®0Aagn / Storage

ZuVOAKEG/MEPLEKTNG TIOL avapépet N Nyr: Adlagavég B&lo, mpootacia and vypaoia, <25°C.
Ma 1o emMAeyUEVO YEVIKS avTaTo 6pLo: 2-8 °C, epdoov dlatnpolvTal N QUOLKH KATOAANASTNTA KOl N
OLPBATOTNTA PE TN CLUYKEKPLUEVN TINYH. Agv epapudleTal To 14uepo oe BepUokpacia SwuaTiov.

Source-reported conditions/container: Opaque jar, protect from moisture, <25°C.
For the selected general ceiling: 2-8 °C, provided physical suitability and compatibility with the specific source are
maintained. The 14-day rule does not apply at room temperature.

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

A1aOeon / Dispensing

Evbldueon Bdon yla epyaotnplakh xprion. H evowpdtwaon 6pactikig anattel véo éAeyyxo abvBeanc, pH,
guvtApnong kat BUD tou teAtkol npoiévtod.
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Intermediate base for compounding. Adding an active requires reassessment of the final composition, pH,
preservation and BUD.

References: [1]

EmioApavon / Labelling

FéAn peduvAokuttapivng 4% EX017

Epyaotnplakn Baon - OxL Gueon xopriynon

Nocétnta: _ Noptiba:

MNapaokevdotnke: _ XpAon éwg:

AoBeviig / 86on / ouyvéTnTo:

®OAOEN: 2-8 °C, peTd TNV enBeBaiwon KataAAnAdTnTOC YOENC.
©eppokpaoia yla To BUD auTtig tng naptidag:

Methylcellulose gel 4% EX017

Compounding base - not for direct administration

Quantity: _ Batch: __

Prepared: __ Useby:

Patient / dose / frequency:

Storage: 2-8 °C, after confirming suitability for refrigeration.
Temperature for this batch BUD:

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

v9 _controls / v9_controls

To aplBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTO TIC £LBLKEG TPODTOBETELC. Agv €xEL
oplotel BUD npayuaTtikAg maptidag kat dev £xouvv mapayOel petprioelg aw. H akplBric obvBeon, ta
TPOAMALTOVHEVQ, 0 TEPLEKTNG, N POAAEN KAl T oTolxela eAEyYOUL TIPETEL VO EYKPLOBOUY YL TN OLUYKEKPLUEVN
epappoyr. H €vapgn tou vmoAoylopol BUD eival n €vapén tng napaokevg. Epapudletal To GUYTONSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO €Aeyy0 BLdpKELag HETA TO Avolypa. Ta dpla USP elval texviké mAaiolo Kat 5ev
napovoldfovtal WG eEAANVIKY 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.

AVEEGPTNTN EAANVLKN KOl ayYALKH andédoon/opydvwaon oToXelwy TNG ava@epduevnc mNyNg. Aev anoteAel enlonun petdgpaaon fi €ykpLon Tov
€kdOTN.

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

Mnyéc koL mapanopunég / Sources and references

[1] FN/2003/EX/017 GEL DE METILCELULOSA

FN/2003 * nAekTpovikd kel{pevo pe NIPO 2020/2022 / electronic text with NIPO 2020/2022 | PDF pp. 2 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_017.pdf

[2] 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
[3] PN/L/FF/003/00 ELABORACION DE GELES

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-6 | preparation sop | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuti
cas/pn_|_ff_003_00.pdf

[4] PN/L/CP/001/00 DETERMINACION DE PH
Awabéoipo kel{pevo / Retrieved text | PDF pp. 1-5 | gc method | 2026-09-10
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https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_|_cp_001_
00.pdf

[5] PN/L/CP/003/00 DETERMINACION DE EXTENSIBILIDAD
Awabéopo kelpevo / Retrieved text | PDF pp. 1-6 | gc method | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_I_cp_003_
00.pdf

[6] Thornton & Ross - Care Antiseptic First Aid Cream, SmPC

10 April 2026 | Sections 2, 5.1 and 6.2; PL 00240/6277R | ingredient incompatibilities; not compounded stability | 2026-09-12
https://www.medicines.org.uk/emc/product/4819/smpc

[7]1 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

[8] 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

[9] 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

[10] 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

[11] 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
[12] 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
[13] 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
[14] 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
[15] 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
[16] 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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