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YOpoaAKOoOALKH YéAN peOuvAiokuTTapivng EX019
Hydroalcoholic methyicellulose gel EX019

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

AlOavéAn 96% 10g
Ethanol 96%

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

Purified water

MNeprypag@n okevaopatog / Preparation description
Hudla@avic eAa@pd KLTPWIH YEAN.
Translucent slightly yellowish gel.

References: [1]

Apdaon kaL xpRon / Action and use
Bdon rj BonBnTiké €k60X0 yla MEPALTEPW TOPACKELEC. Agv vloBeTe(TaL TO (6lo BUD peTd mpocOriKn dpaoTIKAG.

Base or auxiliary excipient for further compounding. Its BUD is not adopted unchanged after adding an active.

References: [1]

Mpobiaypagéc / Specifications
Hudlagavic eAa@pd KLTPWIH YEAN.
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Translucent slightly yellowish gel.

References: [1]

®wg / Light

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

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

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

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

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

References: [1]

Nepo kat diaAvtéTnTa / Water and solubility
MponuAevoyAvkOAn: n avtiotolyn kabapn MpwTn OAN KaTd JP elvatl avaplElun oto vepd.
Propylene Glycol: JP classifies the corresponding pure raw material as miscible in water.

References: [9]

Yypaoia / Humidity

MNa to TeAkd okebaopa n nnyn opiCeL:

AdLapavég Balo, npootaaia amnd vypaoia, <25°C.

MpomuAevoyAUKOAN: LYPOOKOTILKH- KAE(veTE apéows To doxelo peTd TN AWn TNG AMALtTOOUEVNG MOCOTNTOG.
MpomnuAgevoyAukdAn: n mpwtn OAN elvatl LYPOOKoOTILKY 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: [1], [8], [9]

Oeppokpacia / Temperature

MNa to TeAkd okebaoua n nnyn opiCeL:
AdLapavég Balo, npootaaia amnd vypaoia, <25°C.

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

References: [1]

pH kai cvpBatétnta / pH and compatibility

Agv op{CeTtat €6kd €0pog pH TOL TEALKOD OKELATUATOG. Agv TipooTiBeTal pLOULOTAG PH XWPIG TEKUNPLWHEVN
oAAayr TnG obvBeang.

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

References: [1]
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AAAec aAAnAemidpaoelg / Other interactions

ALOaVOAN: aouUBATOTNTA LE LOXUPA OEELOWTLKA.
KeTpuidn: aouuBatdTNTO HE OEAMWVEG KAl AVIOVIKA EMLOAVELODPAOTIKE, punevToviTn, LWoLo Kat LBPoEeidla
oAKaA{WY.

Ethanol is incompatible with strong oxidants.
Cetrimide: incompatible with soaps, anionic surfactants, bentonite, iodine and alkali hydroxides.

References: [2], [7]

El81ka otolxeia ocvotaTtikwy / Ingredient-specific information

KeTtpluildn: Katlovik évwon TETapTOTAYOoUC apduwviou Pe avTionmTik 6pdon. Ano@elyeTal AvAULEN UE AVIOVIKEG
Bdoelc A odnwveg.

MpomuAgvoyAvkOAn (1,2-mpomnavodidAn): dxpwpo, LEWdEG Lypd avaui&Luo pe vepd, mov Aettovpyel WG ouVdLAADTNG
Kot LYpavTiké. H napovaia tnG o€ pikpr moodtTnTa deV anodelkvieL enapkr ouvtrpnaon.

MpomnuAevoyAukdAN: MpwTN VAN HE XA PAKTNPELOUS SLaALTOTNTAC OTO VEPS «aVAIELUN» KaTd JP.
MpomuAevoyAukdAn: mapaAaBr PE TALTOTNTA APXLKOD MaPAYywWYoL, MaPTida Kol agLdmoTo moTononTikd. MNa TG
OXETLKEG MPWTEG VAEG, TO FDA avagépel EAeyx0 SLatBuAevoyAukOANnG (DEG) kat atBuAevoyAukdAnG (EG), kaOegudg
€w¢ 0,10% oOpQWva PE TNV EQapPooTéa ovoypagia. To dplo agopd TNV MPwTn 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: [71], [8], [9], [10]

Mpootacia epyalopévwy / Staff protection

KaBapr HaKpLPAVIKN epyaoTnplak evoupacia, KAALYN HAAALWY Kal YAVTLIO KATA TOV XELPLOPS. AAAaYH YOV TLWY
HETE and enudAvvan/ebopd.

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

References: [1], [3], [11]
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ExTtipnon kivdovov / Risk assessment

ALOaVOAN: e0QAeKTOL aTHO(: amoudKpLYON MNYWY aAVAPAEENG Kol KATAAANAOG aeplondc. H teAkr Tagvdunon
egapTtdTat and ovykévtpwon/ulyua.

MpomuAEVOYAUKOAN: vrtoAoy{Cetal N ouVvoALKr €kBeon amd OAa Ta edpuaka, L6{we og veoyvd, matdld KATW Twv 5
ETWV KoL veppLkA/nnatiky duoAettovpyla. MNa and tov otdéuatog Xopriynon: mg/kg/nuépa = mg/mL X mL avd
nuépa + Bapocg kg.

ZuykekpLuévn moptida avagopdg: 100 g. Mpwto ovotatikd: MeBuAokuTTapivn 1000, 4 g. EAEyETe aveEdpTnTa TN
XNUIKA Hopor, TIG HoVADdECG Kal KABEe KALUdKwaon mpwy and Coylon.

Qc evdLdpeTo, PEPEL eLBLEAKPLTN TAVTAHTNTA KAL CLYKEVTPWON: 6ev dlaTiBeTal wg TEAKS @dpuako. H apaiwon A
npoagBnrikn 6paoTikic amnattel véo uroAoyloud ekbéxwv, ouvtrpnong Kat BUD. EAéyETe OTL KGOE eEapTWHEYN Bdon
€xeL anmodeopeLOEL.

KataypdyTe yla TNV TOMKA avdAuon moodTnTa avd napaokevr], ouxvotnTa epyaoiag, dtdpkela avolkTtol
XELPLOMOD, TBAVEG 00006 €KBEaNG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYX0L. AuTd elval atowela elaédov
NG agloAdynaong: 6ev amodibetal MPooXNUATIKAC TEALKOG BaBUdC KlvdOvou.

MTNTkSG SLAADTNG TNG OLYKEKPLUEVNG @OPOLANG: ALBavOAn 96% 10 g. AMOPAKPUVETE TINYEG AvAQAEENG,
MEPLOP(OTE ATHOOG Kal avolkTH eEATULON. EAEYETE cuPBATOTNTA €EQEPLOUOD, NAEKTPLKOV EEOTMALOUOD KOl
TIEPLEKTN E TOV OLYKEKPLPEVO BLaADTN.

OepULKO 0TAdLO TNG oLYKEKPLUEVNG Blabikaolag: eAéyETe BEPUOUETPO, TPOTO BEPUaVONG, XPOVIKH SldpKeLa Kat
ano@uyn LMEPBEPUAVONG/AMWAELAG BLAADTN. To TEAOG avdulgEng dev TavTiCeTal pe TEKUNPLWEVN WOEN 1 MARPN
opoyevomo{non.

Znuelo eAéyyou amodéopevons: eAEYETE CLOOWUATWUATA, KPLOTAAAOLC, TOTILKEG BLaYOPEC LPMC KaLl EAEDBEPO
LYPO HETE TNV OAOKARPWON TNG HEBGDOL. KaTtaypdyTte yewUeTpla avauEng, uéyebocg napTi{dac KAl MPAYUATIKEG
Beppokpaoiec: peTa@opd aplBpol oTPoPWY 0t GAAO avaULKTAPA Bev amodelkvieL Looduvaulia.

Ethanol: flammable vapour; control ignition sources and provide suitable ventilation. Final classification depends
on concentration/mixture.

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
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.

Volatile solvent in this formula: Ethanol 96% 10 g. Exclude ignition sources and minimise vapours/open
evaporation. Check ventilation, electrical equipment and container compatibility with the specific solvent.

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], [2], [3], [4], [8], [11], [14], [16]

ZuvOnkec mapaockevnG / Compounding conditions

To avtiotolyo PN AEMPS op(Cel Beppokpaoia xwpou 25 + 5°C kat oxeTikr vypaoia =60%, ekTtdC av n O6LKA
@épuovAa anattel dAAa. Mpdkettal ywa mepBaAArov epyaciag, Oyt yia Beppokpaocia BEppavong f eUAAENG.
Tnpolvtal n oelpd mpoadrikng, n Beppokpaacia kat ot xpdvol mov avagépovtal otn Atadikaoioa Mapaokevig. H
€Ok povoypaia 6ev amoTeAel MARPN MEAETN KATAAANASTNTOG TOL TOMLKOD XWPOUL/EEOTIALOMOD.

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
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monograph is not a complete qualification of the local facility/equipment.

References: [1], [4]

Texkpnpiwon BUD / BUD rationale

Aldpkela otnv mnyn: 30 NUEPEG KATA TNV NyH.

H dudpketa avth elvat 0dnyla TNG cLYKEKPLUEVNG QappakoTol{ac/mNyAG. ZTov mapdvTa EAeyx0o dev emaAnBedTNKE
MAAPNG TPWTOYEVAC MEAETN TIOL VO TEKHUNPLWVEL TAVTOXPOVA XNHLKH, QUOLKH Kol UIKPOBLOAOYLKA EMEKTOAON TNG
(6lag TeAkAC obvBeonc.

EmAEYHEVOG oLVTNPENTIKAG YEVIKOG Kavdvags: £wG 14 nuépeg aToug 2-8 °C yla bdATLKA HoPEH XWPIG EMAPKWG
TEKPMNPLWHEVN cuvThpnon. MpobndBeon elvat 6TL N YOEN dev mpokaAel KaBIZnon, un avacTPEYLUo Slaxwploud 1
GAAN amWAELa KAaTaAANASTNTAC. AV auTrh N Mpodndédean amnotixeL, 6ev xpnowuomnote{tatl To 14Auepo oE
Bepuokpaoia dwuatiov- anatte{tal edikr TekUNpiwon acbvtoung xpriong.

To 6plo BLRALOYPAPLKAC ava@opdc TnG napoloac ékdoong lval n cuvtopdTteEPn HETAELD TNG Mapandvw SldpKeLag
MNYAC Kal Tou yevikol oplov. MNa napdtaon anatte(tal Tekunpiwon mov KAADTITEL
OpaOTIKA/EKBOYQ/MEPLEKTIKOTNTA, MEPLEKTN, Beppokpaaia, HEBOBO EVOELKTLKY OTABEPATNTAG KaL, YL LOATIKA
EMEKTAON, TNV AMaLTOOHEVN HikpoBLloAoyLkr Tekunpiwon. Epapupootéa enionun USP-NF povoypagia aglodoyeital
XWPLoTd oto MAAPeC Ke{eVS TNG.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and mapaokevr + emAeyUévn dldpKela, AREELC MPWTWY
LAWY KoL TuXGY CLVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog HeETA To dvolyua dev mapatelvel To cLvoAlké BUD. H
TEALKA NUEPOUNVI{X CUUMANPWVETAL YL TN CLYKEKPLUEVN TIOPTIBA HETE TOUC EAEYYOULC.

O yevikdG kavédvag anoteAel ouvTNPENTLIKS dPLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTtidac. H katnyopla cuvdéeTal he TNV TEALKA oOVOEON, TN cuVTAPNON KAl TG EMTPENOUEVEG BepUoKkpaaiec. H
TIUA aw 6gv MPoKOMTEL and To MOGoaTO VEPOUL H TNV AMWAELX KATA TN EApavan. MNa tekunpiwaon xpnoluonotiote
SOP-014 kot F-006- yia €16ikr} aw, SOP-017 kat F-012.

H USP 6ev amnattel pétpnon aw oe kK&Be pn otelpo napaockebaopa. H tekunpuwuévn tagvdunon tng
OLYKEKPLPEVNG o0vBeong unopel va xpnaotpomnotle{tal wg odnydc: KataypdeeTal pntd wg ekTinon Kat XL WG
péTpnon. Apei{BoAn rj oplakr tagwéunon anattel €0Lkd TEKPAPLO A KATAAANAN HéTPNon. H nuepounvia TeAkoO
okevdopaTog 6ev vepPBaivel Tn SlaBéoiun NUEpouNvia TwWy ABN MAPACKEVATUEVWY CLOTATIKWY/BAOEWY, EKTOHG Qv
€xeL voBeTNBel emapkrg e8Ik TekUNPlwon yla TNV akpBr] TeAki obvbean.

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.

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 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], [12], [13], [15], [17]
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Mpoamairtovpeva / Prerequisites

Agv anotteltal xwploth BAoN PE KWOLKS HNTPWOUL. TuxOv gunoptkd dxnUa MAPAUEVEL TO AKPLBEC KATOVOUALOUEVO
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

Zuyo6¢ KaTtdAANANG eAdxlotng C0ylong, youdi/omepog i opoyevonolnthc, 6oxela avaulEng, ondTouvAeg,
BepudueTpo dTav vnidpyeL B€puavan, dpyava oykopéTpnong yla moodtnteg mL.

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

References: [1]

M£0060¢ mapaokevng / Compounding method

AMOOLOOWUATWOTE PeBLAoKLTTApP{VN. AlaADOTE KETPLUIBN o€ Teplov plod vepd otoug 70°C, emndoTte
peBuAokuTTOP{VN KOl a@roTe evuddTwon pe apyr avddevon. MNpoobEéoTe MPOMUAEVOYAUKOAN e uTtGAOLTIO vEPGD.
AnopokpOveTe amnd to LdaTtéAoLTPO, MPoabéoTte oTadlakd atbavOoAn, opoyevorolioTe Kol YOETE. EAEYETE INYEC
OVEAPAEENG.

Deaggregate methylcellulose. Dissolve cetrimide in about half the water at 70°C, sprinkle in methylcellulose and
allow hydration with slow stirring. Add propylene glycol with remaining water. Remove from the water bath,
gradually add ethanol, homogenise and cool. Control ignition sources.

References: [11], [4]

Napatnpnioclg / Observations

H nnyn emtpénel mapaAiayr] atBavOAng péxpt 25%, avdAoya pe tn dpaoTikn. Asv vioBetel{tal aAAayr] and ta 10 g
NG mMapoloaC POPOLAAG.

The source allows an ethanol variant up to 25% depending on the active. This formula retains 10 g.

References: [1]

MNeplékTnNG KaL ovokevaoia / Container and packaging
Adlagavéc Balo, mpootaoia and vypaoia, <25°C.
Opaque jar, protect from moisture, <25°C.

References: [1]
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MowoTikOG éAeyxoG / Quality control

Huwdlagavrig eAagpd KiTpvwnr yEAN.

ZuunAnpwpatikol €éAgyyol Tou PN mov mopaméumneL n nmnyn:

Epgdvion kat péla. MNa oelpég naptidwy: ektaoiudtnta, pH Kat pitkpoBLoAoyikdg éAeyyog RFE 5.1.4.

pH katd PN/CP/001: Katd kavéva pétpnon oto delypa xwplc mpoenegepyaoia, ekToG €WOLKAG 0dnylag. MNa akppn
péTpnon e@apudleTal MOTEVOLOUETPLKY HéB0BOC RFE 2.2.3- ol Tawvieg neplopi{Covtal oe eAéyxoug mov dev
anattoOv vynAn akpiBeLa.

ExktaowétnTta PN/CP/003: otabepr noodtnta delynuatog HETAED LAAWVWY MAAKWY, dLadoyikd Bdpn Kat xpdvol
KoBopLlopévol Tomkd: peTpovvtal 600 SldpeTpoL Kol oLyKpiveTal em@dvela €vavtt gopTiov. MpoTelveTal
Bepuokpaolakr HeTaBoAr £0,5°C. H nnyr 6ev divel kaBoAikd dplo amodoxAC: auTO TEKUNPLWVETAL TOTKA.
EAEYYOC TOALOALKWY TTPWTWY LAWVY: yla papHokela, EAeyxoG KABe mapTidag A TEKUNPLWEVN dlao@dALlon eAEyxOL
and agLénioto npoundevTr kKatd FDA. H anAr] Tavtonoinon ue IR 6ev anokAsiel DEG/EG.

H péBobdog, to 6plo anodoxng, N MPAyHaTIKA TLUA Kal 0 EAEYKTAG KaTtaypdgovtal xwplotd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavdAnyn eAéyxwv xpeldletal
aLtloAdynon.

Translucent slightly yellowish 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], [4], [5], [6], [10], [16]

®0Aagn / Storage

ZuVBAKeC/MePLEKTNG OV avagépeL N Nyr: Adlagavég Bdlo, npootacia and vypaocia, <25°C.
Ma 1o eMAeYUEVO YEVIKS avdTaTo 6pLo: 2-8 °C, epdoov SLatnpolvTal N QUOLKA KATOAANASTNTA KOl N
oLPBATOTNTA PE TN CLUYKEKPLUEVN TINYH. Agv epapudleTal To 14 iuEpo oe BepUoKkpaaia SwaTiov.

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], [12], [13]

A1aOeon / Dispensing

Evbldueon Bdon ywa epyaotnplakh xprion. H evowpdtwaon 6pactiki¢ anattel véo éAeyxo abvBeonc, pH,
ouvtApnong kat BUD tou teAlkol mpoidvTog.

Intermediate base for compounding. Adding an active requires reassessment of the final composition, pH,
preservation and BUD.

References: [1]
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Enmionpavon / Labelling

Y8poaAkooAkr YEAN pebuAokuTTapivng EX019

Epyaotnptakri Baon - Oxt dueon xopriynon

MNoodétnta: _ Moaptido:

Moapaokevdotnke:  XpAon €wg:

AcbBevng / 8don / ouyvéTnTa: _

®OAaEN: 2-8 °C, petd TNV enBePaiwon KataAAnAdTNTAG YOENG.
©eppokpaoia yla To BUD auTtAg tng naptidag:

Hydroalcoholic methylcellulose gel EX019

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], [12], [13]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €xEL
optotel BUD mpaypaTikAg mopTidag katl 6ev éyxouv napaydel petprioelc aw. H akplBrig obvBean, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou PEMEL va YKPLOODY Yyl TN CUYKEKPLUEVN
epappoyn. H évap&n tou vmoAoylopol BUD eival n évapEn tng napaokevic. Epapudletal To CLVTOUOTEPO
TEKUNPLWHEVO OpLlo, HE XWPLOTO EAEYXO0 BldpKelag HETA TO dvolyua. Ta dplta USP gi{val texvikd mAaiowo kot dev
napovotdfovtal wG eAANVIKY 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 EAANVLKA KOl ayYALKH andédoon/opydvwaon oTolxelwy TNG avaeepdpuevnc 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.

Mnyécg kaiL mapamnounécg / Sources and references

[1]1 FN/2003/EX/019 GEL HIDROALCOHOLICO DE METILCELULOSA

FN/2003 ¢ nAekTpovikd Kel{uevo 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_019.pdf

[2] CDC/NIOSH - Pocket Guide to Chemical Hazards: Ethyl alcohol

Awabéoipo kelpevo / Retrieved text | Official reference | raw material or occupational | 2026-09-10
https://www.cdc.gov/niosh/npg/npgd0262.html

[3] 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
[4]1 PN/L/FF/003/00 ELABORACION DE GELES

Awabéoipo kel{pevo / 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

[5]1 PN/L/CP/001/00 DETERMINACION DE PH
Awabéoipo kelpevo / Retrieved text | PDF pp. 1-5 | qc 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

[6] 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

[7] 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

[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] 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

[11] 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

[12] 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
[13] 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
[14] 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
[15] 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
[16] 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
[17] 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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