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PuOpiopévn kpépa BP

Buffered Cream

BiBALoypa@lkr avagopd - Tomkr viobétnaon / Reference monograph - Local adoption

OploTIKA oLVVTAKTIKA anoégaon / Final editorial decision

To MPOAMALTOVMEVO TOL YOUAAKTWHUATOTIOLO0 KNPOU KAADTITETAL E PAPHAKOTIOWAKS AVLIOVIKO VALKO EYKEKPLUEVOL
TPOPNBELTH, HE anmodekTH MpayUa Tk mapTida Kot avTiotolylon meog Tn obvBeon avaopdc. Asv anatte(Tal va
avanapaxOel eowTePIKE 0 KNPHG yia va epapuoaTel N povoypadia. To 6pLo 35 NUEPWVY MAPAUEVEL YEVLIKO LTS
npobnobéoelg éplo kat dev anoteAel netpapatiky otabepdtnta fj BUD ovykekpluévng naptidag. EmBefaiwon
TEALKOU pH 5,7-6,3, opoloyEévelag Kol KATaAANAGTNTAG TNG XAWPOKPETOANG aTNV akptlBr obvBean. Av emAeyel
owAnvdaplo aAovuviov, amatte{tal KATAAANAN e0WTEPLKH AdKA. EQapudleTal TO CUVTOUOTEPO TEKUNPLWHEVO
6plo, ouuneplAapBavouévou Tov vroAetndpevov BUD evowpaTwHéVNG YOANVIKAC BAong.

The wax prerequisite is fulfilled by an accepted lot of supplier-qualified pharmacopoeial anionic wax matched to
the reference composition. In-house wax manufacture is not necessary to implement this monograph. The 35-day
figure remains a conditional general ceiling, not experimental stability or an assigned batch BUD. Confirm final pH
5.7-6.3, homogeneity and chlorocresol suitability in the exact formulation. An aluminium tube requires a suitable
internal lacquer. Apply the shortest supported limit, including the remaining BUD of any compounded base.

Anaitovpeva tTekpRpla / Required evidence

KaBoplopévn Kat eyKEKPLUEVN TTOLOTNTA avLlovikol knpoL BP and nmpounOsuTr, HE ouvridn anodoyr MEAYUATIKAG
P T{Oag: eAeyUEVEG AOLTTEC MPWTEG DAEC Kol akpLBAC obvBean/dladikaoia avagopdc.

Defined and approved supplier grade of anionic BP wax, with routine acceptance of the actual lot; accepted other
ingredients and the exact reference formula/process.

AttioAoynuévn TaEvéunaon TNG TEAKKAG HoPPG, OPLOPEVOC TIEPLEKTNG Kal QUAAEN, opoloyévela Kat eL6Ikol éAeyyol
NG mNYAC. MNa cuvtnPEoOUEVN LOATLKA HOPEH TEKUNPLWVETAL N KATAAANASTNTA TOL CLVTNPENTIKOL 0TO TEALKS pH
Kall 0Tn OLVOALKH cbvBean.

Justified finished-form category, defined container/storage, homogeneity and source-specific QC. For a preserved
aqueous form, justify preservative suitability at the final pH and in the complete composition.

Otav xpnotpornotle(tatl yoAnvik Bdon: mpayUa Tk NUEpoPnvia MapaokeLAC, anodéopevon Kat evanouévov BUD
TNG. To véo TeAKO plypa v pndeviel Tov xpdvo tng Bdonc.

For a compounded base, record its actual preparation date, release and remaining BUD. The new final mixture
does not reset the base dating clock.

TeAk6 pH €vtdéc¢ 5,7-6,3, KATAAANAN CLVTHPNON KOL OUOLOYEVELD. ZWANVAPLO AAOLULVIOL HéVO HE KATAAANAN
E0WTEPLKH AdKa.

Final pH within 5.7-6.3, suitable preservation and homogeneity. An aluminium tube requires suitable internal
lacquer.
Kpitipla kAswoipatog / Closure criteria

H epevvnTtikf eEdptnon and ecwTtepkd nopaokevalduevo knpd KAe(veL ye pntr xprion tTng kKaboplopévng
ayopaopévng eapuakomolakrc nmodtntac. H elogpyduevn anodoyr napapével ouvribng amaitnon kabe
TMPAYUATLKAC MAPACTKEVLNAG.

Close the research dependency on in-house wax by explicitly adopting the defined purchased pharmacopoeial
grade. Incoming acceptance remains a routine requirement of actual compounding.
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H npayuatikd anodéopevon anattel oAokAnpwuévo apyelo maptidag, anodekTd anMoTEAECUATA TWY EQAPUOCLUWY
EAEYXWVY KOl LTIOYEYPAUPEVN eKT{UNoN BUD HeE TO CUVTOUOTEPO TEKUNPLWHEVO 6pLo.

Actual release requires the completed batch record, acceptable applicable QC and a signed BUD assessment
applying the shortest supported limit.

Agv epapudletal aptBUNTIKS YEVIKO Oplo dTtav dev AnpolvTal n avtiotowyn katnyopia, n cuuBatrh Bepuokpaoia
1 N KataAANASdTNTA TNG obvBeonC. Néa bk HeEAETN XpeldleTal yia eMEKTAON 1 YA AVET{AVTO QUGLKOXNHLKO
MPOBANUA, dxL AMAWG yla TNV napovaiaon evég vmnd npodnobEéoelg yevikol oplov.

Do not apply a numerical default unless its category, compatible temperature and formulation suitability are
supported. A new specific study is needed for extension or an unresolved physical/chemical concern, not merely
to present a conditional default.

Mebio epappoyng / Scope

TeAkr] ekboTikr andéeaon tng 14.10.2026. Agv anoTeAE! MOTOMOLNTIKG EPYAOTNPLAKWY ATOTEAECUATWY A
anodéopevon mopTidac.

Final editorial decision dated 14 October 2026. This is not a certificate of laboratory results or actual batch
release.

Mnyéc koL mapanopunég / Sources and references

[1] USP General Chapter <795> FAQs, November 1 2023

Questions 52, 60, 61, 62, 63; printed pp.11,14
https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
[2] VVF manufacturer: Emulsifying Waxes

Product table: Vegarol EW 200; compare EW 100 and EW 300
https://www.vvfllc.com/EmulsifyingWaxes.html

[3] Croda Pharma manufacturer: Crodex A pharma

Product description and pharmacopoeia compliance
https://www.crodapharma.com/en-gb/product-finder/product/5530-crodex_1_a_1_pharma
[4] British Pharmacopoeia: Content Usage Licence for Individual Users

Sectionsl,4 and5

https://www.pharmacopoeia.com/single-user-online-licence

MpoéAevon KalL mpoéopaon otnv tnyn / Provenance and source access

BP: mpoéAevon amnd ta nopeXOUEVA AMOOTIACHATO TG avapepduevng €kdoong. H mpoéAevuaon, n €kdoon kat Ta épLa
TWY MOPEYXOUEVWY QAMOOTIOOUATWY/BLBALOYPAPLKWY ava@opwy Slatnpolvtal. To ke{pevo elvat n nopexduevn Kat
avabewpnuévn eyypaen Sikalias, 6yt véa nApng avadnuoaoicvuon Tov MpwToTONoL TNS NNYAC. NMpdoBacn oTo
MAPEC MPWTOTLMO YIVETAL OTOV £M(ONUO €KBATN, HE TNV amatToOEVN Adeta i ouvdpopur. Aev BnAWveTaL 6TL
EKKPEPEC alTnua emavdypnong €xeL eykplOel.

BP provenance: supplied extracts of the cited edition. 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 avagopac / Reference formula
Bdon / Basis: 1000 g
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ZvoTaTtiko / Ingredient MoocoétnTa / Quantity

FaAaKTwaTONoL8¢ aAotpr BP 30049
Emulsifying ointment BP

0O&wo pwaopoplkd dvdtplo SwdekaddpLkd 259
Disodium hydrogen phosphate dodecahydrate

Kitpiké 0g0 povoddpLko 59
Citric acid monohydrate

XAWPOKPETOAN 1lg
Chlorocresol

KekaBapuévo 66w, mpdopaTta BPaouévo Kat YuxOEv g.s.ad 1000 g
Freshly boiled and cooled purified water

Mpoamaitovpeva / Prerequisites

CGR-BP-014 Emulsifying Ointment

Neprypa@n okevaopatog / Preparation description
Kpéua: PuBuiopévn kpéua BP. MpdoBeta KpLTApLla ELOAVLONG BEV TEKUNPLWVOVTAL OTO £E€TOOBEV €161KS Kelpevo.
Cream: Buffered Cream. Additional appearance criteria are not established by the specific text reviewed.

References: [1]

Apaon kai xpon / Action and use

H ninyn op{CeL tn popon «Kpépa» Kat tn oivBeon. Agv mapéxel eOIKA KAWLKA €vdelgn | 6ocoAoyLkd axrjpa yia To
TARPEG piypa.

The source defines the cream and its composition. It does not provide a specific clinical indication or dosing
regimen for the complete mixture.

References: [1]

Mpodiaypagic / Specifications
pH 5.7-6.3
pH 5.7-6.3

References: [1]

®wg / Light

Agv TTOPEXETAL ELBLIKA QWTOOTABEPAOTNTA TOL TEALKOL TPO1dVTOC. H amattoluevn pwTonpootacia Tov MEPLEKTN,
epooov opiCetal, avagépetal otn POAaEN.

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

References: [1]

Aépac kKal oeidbwon / Air and oxidation

Aev tapéxetal HEAETN 0EEBWTIKAC 0TaBePATNTAC TOL TEALKOD PiyHaTog o0Te anaitnon adpavolg atudopalpag.
Tnpeltatl 0 mepLEKTNG TNG MNYHAG.
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No oxidative stability study of the finished mixture or inert-atmosphere requirement is provided. Use the source
container.

References: [1]

Nepo kat SiaAvtotnTa / Water and solubility

Kitptkd o0&V HovoddpLkd: n avtiotoyn kabapr nmpwtn VAN KATd JP elvat MOAD LdLGALTN 0TO vEPS.

JuotaTtikd TG Bdong CGR-BP-014: Acukr BaleAlvn: n avtioTtolxn kabapr mpwtn OAN Katd JP elval MPaKkTKA
abLdAvtn oTo vePO.

Yvotatikd tTnG Bdong CGR-BP-014: Yypr napagivn: n avtiotowxn kabapr mpwtn VAN KaTd JP elval mpakTikd
adLdAutn oTo vePS.

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

Component of base CGR-BP-014: White Petrolatum: JP classifies the corresponding pure raw material as
practically insoluble in water.

Component of base CGR-BP-014: Liquid Paraffin: JP classifies the corresponding pure raw material as practically
insoluble in water.

References: [3], [6], [7], [8]

Yypaoia / Humidity

MovoD6pLkd KLTPLKO 0ED: eEavONUATIKS O ENPO aépa- eAEYETE TNV EVLBATWHEVN LOPEH KAl TO TILOTOMOLNTLKO
avaAvong.

Citric acid monohydrate is efflorescent in dry air; confirm hydrate identity and certificate of analysis.

References: [3]

Oeppokpacia / Temperature

A€V TEKUNPLWVETOL EMTPENTH Beppokpaatakh anékAlan i KOKAOG KaTtdywugng/andyuéng. OL Beppokpaoieg
MOPACKEVAC Kol QUAAENG avapépovTal oTa avtioTolya nedla.

No permitted temperature excursion or freeze-thaw cycle is established. Processing and storage temperatures are
stated in their respective fields.

References: [1]

pH kaiL cupBatoTnta / pH and compatibility

MpodLlaypa@r Tou CUYKEKPLUEVOL OKELAOUATOG, OXL EDPOC amnmodedelyuévne otabepdTnTac:
pH 5.7-6.3

Specification of this preparation, not a demonstrated stability range:
pH 5.7-6.3

References: [1]

AAAec aAAnAemidpaoelg / Other interactions

Agv opéxeTal MARPNG doKLUA cUPBATATNTAC TOL UiyHOTOC PE MPOoBeTA HPpaoTIKA 1] SlapopeTikd €kboxa. OL
LTIOKATAOTACELG analTolv XwpeLoTH Tekunpiwon.

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

References: [1]
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Ewdika otolxeia cvotaTtikwy / Ingredient-specific information

Kitpikd 00 povoddpikd: mpdtn OAN UE XAPAKTNPLOUS SLOALTOTNTAG 0TO vEPS «TMOAD €LBLAALTN» KATA JP.
ZuoTaTiké TnG Bdong CGR-BP-014: Agukr BaleAlvn: mpwtn OAN PE XapAKTNPLOKS dlaAuTtdTnTaC OTO VEPD
«MPOKTLKE adLtdAvTn» Katd JP.

ZvotaTiké tng Bdong CGR-BP-014: Yypr mapagivn: mpwtn VAN HE XapaKTNPLoUd dlaAvtdTnTag 0TO VEPD
«TPAKTIKE adLdAvTn» KaTtd JP.

ZuoTaTiké TNG Bdong CGR-BP-015: AaovpuAoBettkd vdtplo: 1 g oe 10 mL vepol Silvel dlavyég A LptdiCov SLédAvpua
Katd JP.

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

Component of base CGR-BP-014: White Petrolatum: raw-material water solubility is classified as practically
insoluble by JP.

Component of base CGR-BP-014: Liquid Paraffin: raw-material water solubility is classified as practically insoluble
by JP.

Component of base CGR-BP-015: Sodium lauryl sulfate: JP describes a clear or opalescent solution of 1 g in 10 mL
water.

References: [3], [6], [7], [8], [9], [10]

Mpootacia epyalopévwy / Staff protection

KaBapr HoKpLUPAVLIKN EpyaoTnplakr evdupaoia, KEALYN HAAALWY KL YAVTLO KATA TOV XELPLOUS. AANAQYH YOVTLWV
META amnd emudAvvaon/ebopd.

Xelplotelte TN TOyLon kot AstotpiBnon o xwpo/dldtagn mov neplopifel Hlaomopd Koviwy, e mpooTaaia
0QOAAHWY- 0 TUTIOG AVATVELOTIKAG TpooTtaciag 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], [2], [4]

ExTtipnon kivdovov / Risk assessment

ZuykekpLuévn naptida avagopdc: 1000 g. MpwTo cuvoTaTikd: NaAakTwuatonoldc aiowpri BP, 300 g. EAéyETe
QVEEGPTNTA TN XNULKA HOPQH, TG HOVADEC Kol KABE KALUdKwaon mpv and COyLon.

EAéyETe oelpd mpoadrikng, dlagopd Bepuokpaciac pdoewy Kal opoloyEévela HETA TNV YOEN. AlaXWPLOUOG ATEWY
propel val aAAGEEL TOTILKA TIEPLEKTIKOTNTA KO KATAVOUN cuvTnenTikol- 6ev anokablotatal avbaipeTa pe
nPdoBeTO VEPS 1] YOAAKTWHATOTIOWNTH.

Kataypdyte yla TNV TOMKA avdAuvon moodtnTa avd Napaokevr, ouxvétnta epyaciog, dLdpkela avolkTol
XELPLOMOD, TBAVEG 0600G €KBEONG KL AMOTEAECTUATIKOTNTA TWY HETPWY eAEYX0L. AuTd elval atowxela elaédouv
NG agloAdynaong: 6ev amodibeTal MPooXNUATIKAC TEALKOG BaBUdC KlvdOvou.

©epuLkd gTAd0 TNG oLyKeKPLPEVNG Sladikaalag: eAEYETE OepUOPETPO, TPOTIO BEPUAVONG, XPOVLKH BLdpKeLa Kot
anopuyr unepBEpuavonG/anwAelag dtaAdTn. To TEAog avduEng dev TavtiCeTal pe TEKLNPLWHPEVN YOEN A A PN
opoyevormoinan.

Znuelo eAéyyxou amnodéapevonG: EAEYETE CUOOWHATWHUATA, KPUOTAAAOUG, TOTILKEG BLAPOPEG LG KAl EAEDBEPO
LYPO HETE TNV 0AOKARPWON TNG HEBGBOL. KataypdyTte yewueTpla avauéng, uéyeboc napTtidag Kol MPAYHATIKEG
BePUOKPAOIEG: HETAPOPA apLlBUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Looduvauia.

MepLéxel KNTOOTEAPULALKH 1] KNTUALKH) aAKOOAN: umopel va MPokaAéoeL TomKY depuaTikr avtidpaon. A§LoAoyriote
KOl TA OLOTATLKA TNG XPNOlpomnolovevng Bdong.

MNeptéxel YAwPoKPeadAn: elval SuvaTtdév va pokaAéoel aAAepyLKr) avTibpaon.

Reference batch: 1000 g. First ingredient: Emulsifying ointment BP, 300 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.
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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.

Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
base in the assessment.

Contains chlorocresol; allergic reactions are possible.

References: [1], [12], [14], [16]

ZuvOnkec mapaockevng / Compounding conditions

Mpw and avdulgn: Tavtonoinon xNULKAG HOPeAC Kol apTidag kABe cuaTaTIKOD, KaTaypaPr] BEWPNTIKWY
MOCOTATWY KAt EAEYX0GC KaBapldTNTAC TOu EEOMALOUOD. OL BEpUOKPaOleEG Kal N oelpd MPoodrKNg elval ALTEC 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: [11], [4]

Tekpnpiwon BUD / BUD rationale

To MPOAMALTOVUEVO TOL YOUAAKTWHATOTIOLO0 KNPOU KAAOTITETAL E PAPHAKOTIOWAKS AVIOVIKO VALKO EYKEKPLUEVOL
TPOPNBELTH, HE anmodeKTH MpayuUa Tk mapTida Kot avTioTtolylon meog Tn obvBeon avaopdc. Asv anatte(Tal va
avanapaxOel eowTePIKE 0 KNPSGG yia va epapuoaTel N povoypadia. To 6pLo 35 NUEPWVY MAPAUEVEL YEVLIKO LTS
npobnobéoelg éplo kat dev anoteAel netpapatiky otabepdtnta fj BUD ovykekpluévng naptidag. EmBeBaiwaon
TEALKOU pH 5,7-6,3, opoloyEveLlaG Kol KATAAANAGTNTAG TNG XAWPOKPETOANG aTNY akptlBr obvBean. Av emAeyel
owAnvdaplo aAovpviov, amatte{tal KATAAANAN e0WTEPLK AdKA. EQapudleTal TO CUVTOUOTEPO TEKUNPLWHEVO
6plo, ouuneplAapBavouévou tov vroAetnduevov BUD evowpaTwHéVNG YOANVIKAC BAong.

The wax prerequisite is fulfilled by an accepted lot of supplier-qualified pharmacopoeial anionic wax matched to
the reference composition. In-house wax manufacture is not necessary to implement this monograph. The 35-day
figure remains a conditional general ceiling, not experimental stability or an assigned batch BUD. Confirm final pH
5.7-6.3, homogeneity and chlorocresol suitability in the exact formulation. An aluminium tube requires a suitable
internal lacquer. Apply the shortest supported limit, including the remaining BUD of any compounded base.

References: [15], [17], [18], [19]

Mpoamaitovpeva / Prerequisites

O aviovlkd¢ knpdc tng CGR-BP-015 kaAlmTeTOl e TNV 066 ayopdC TG KABopLoUévnNe GaPUAKOTOWAKAG
noldtntoc. Epdoov ypnoiuomnoteital n evdlduean CGR-BP-014, Kataypd@eTal N MPayUaTK anodéaueuan Kat n
SlaBéoun 6udpkeld Tng. H obvBeon Kat ol umdAotneg eEapTrioelg TG NyAg dtatnpolvTal.

Fulfil CGR-BP-015 through procurement of the defined pharmacopoeial anionic wax grade. If intermediate
CGR-BP-014 is used, record its actual release and available dating. Source composition and other source
dependencies are retained.

References: [15], [17], [18], [19]
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EEomAlopoGg / Equipment

Zuyo6¢ KaTtdAANANG eAdxLotng C0ylong, youdi/omepog i opoyevonolnthg, doxela avdulEng, ondTovAeg,
BepudueTpo dtav vndpyxel O€puavaon, dpyava oyKopETPNoNG yla noodtTnTteg mL.
BaBuovounuévo pHUETPO Kal KATAAANAQ PUBULOTIKAE EAEYXOL.

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£0060¢ mapaokevng / Compounding method

TrAEte fArla tn Bdon. Ze kAelduevo okebog BepudveTe nepinmov 650 g K6&atog atoug 60 °C- mpocbéoTte
XAWPOKPETOAN KaL AVOKLVAOTE YL SLdAvon. AlaADOTE Ta PUBULOTIKA dAaTa. Mpoabéote TNV LBATLKA edon otTn
Bdon otoug 60 °C. Avadelbote puéXPL YOENG KAl CUUMANPWOTE TN Hala.

Melt the base gently. In a closable vessel heat about 650 g water to 60 °C, add chlorocresol and shake to dissolve.
Dissolve the buffer ingredients. Add the aqueous phase to the base at 60 °C. Stir until cool and adjust mass.

References: [1]

Napatnpnoclg / Observations

H teAkr noodtnta lval n Baon tou nivaka gdvBeonc. KataypdgovTal mpayuaTiky anddoon, Tuxdv amWAELEC KAl
QMOKA{OELG 0TO QUANO EKTEAEDNG.

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

References: [1]

MepLékTnG KalL cvokevaoia / Container and packaging
ZwAnvépLa aAovuviov pe KATAAANAN €E0WTEPLKA AdKQL.
Aluminium tubes require a suitable internal lacquer.

References: [1]

MoloTikO¢ éAeyxocG / Quality control

pH anevBeiag otnv kpéua: 5,7-6,3, BP Appendix V L.

H néBodog, to dpLo amodoyrg, N MPayUaTIKA T KoL 0 EAEYKTAG KaTtaypdeovtal xwploTtd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdleTal
attioAdynan.

Measure pH directly in the cream: 5.7-6.3, BP Appendix V L.
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], [14]

®0Aa&n / Storage

TwAnvépLa aAovuviov pe KATAAANAN E0WTEPLKH AdKQ.
Mo dldpketa mov amnodidetal amnd yevikd kavéva, epapudletal emmnAéov n Beppokpacia TNG emMAeyUévNG
katnyoplag oto nedlo BUD. H iy 6&v tekunplwvel avBaipetec aAlayéc Bepuokpaaiag.

Aluminium tubes require a suitable internal lacquer.
For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.

References: [11], [5]
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Awa0eon / Dispensing

AldBeon ue oaer 066 XprAong, MEPLEKTLKOTNTA Kal Nuepopnvia xpriong. H mogétnta avd epapuoyn Kat n
oLXVOTNTA CUUMANPWYOVTOL COUPWVA E TN CLVTAYH.

MepLéxel KNTOOTEAPULALKH 1] KNTUALKH) aAKOOAN: umopel va MPokaAéoeL TomKY depuaTikr avtidpaon. A§Loloyriote
Kall TA OLOTATLKA TNG XPNOlpomnolovevng Bdong.

MNeptéxel YAwPoKpeadAn: elval SuvaTtdév va pokaAéoel aAAepYLKY avTibpaon.

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

Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
base in the assessment.

Contains chlorocresol; allergic reactions are possible.

References: [1], [16]

EmioApavon / Labelling

PuBuLouévn kpéua BP

EEwTepkr| xprion

Moocétnta: _ Maptida:

MNapaokevdotnke: _ XpAon éwg:

AgBeviig / 86on / ouyvéTnTOo:

®OAAEN: ZwANVApPLa aAoLpV{ov pe KATAAANAN E0WTEPLKN AdKQ.

©eppokpaoia yla To BUD auTtig tng naptidag:

Mepléxel KNTOOTEAPUALKH | KNTLUALKA 0AKOOAN: propel va pokaAéael TomkA 6epuaTiki avtidpaon. AEloAoyriote
KOl TA OLOTATLKA TNG XPNOlomnolovuevng Bdong.

MepLéxel XAWPoKPeadAn- elvat duvaTtdv va MPoKaAEoEL AAAEPYLKH avTiBpaan.

Buffered Cream

External use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: Aluminium tubes require a suitable internal lacquer.

Temperature for this batch BUD: __

Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
base in the assessment.

Contains chlorocresol; allergic reactions are possible.

References: [1], [16]

final_decision / final_decision

TO MPOATMALTOVUEVO TOV YOAAKTWHATOTOLO0 KNPOD KAAOTITETOL E PAPUAKOTIOLUAKS AVIOVIKO DALKO EYKEKPLUEVOL
TPOPNBeLTH, HE amodekTA MpayuUaTikg mapTida Kot avTiotolylon meog Tn obvBeon avagopdc. Aev amatte(Tal va
avanapaxbel ecwTePKE 0 KNPOC yia va epapuooTel N povoypaeia. To 6plo 35 NUEPWV TIAPAUEVEL YEVIKO LTIO
npobnoBéoelg éplo kat dev anoteAel netpapatik otabepdtnta fj BUD ovykekpluévng naptidag. EmPBefaiwan
TEALKOU pH 5,7-6,3, opoloyévelag Kol KaTaAANAGTNTOG TNG XAWPOKPETOANG aTNV akpLlBr obvBean. Av emAeyel
owAnvdplo aAovptviov, amatte{tal KATAAANAN edwTEPLK AdKa. EQapudleTal TO CUVTOUOTEPO TEKUNPLWHEVO
6pLo, CLUMEPLAQUBAVOLIEVOL TOL UTIOAELTSLEVOL BUD evowuaTtwuévng YaAnvikig Baong.

The wax prerequisite is fulfilled by an accepted lot of supplier-qualified pharmacopoeial anionic wax matched to
the reference composition. In-house wax manufacture is not necessary to implement this monograph. The 35-day
figure remains a conditional general ceiling, not experimental stability or an assigned batch BUD. Confirm final pH
5.7-6.3, homogeneity and chlorocresol suitability in the exact formulation. An aluminium tube requires a suitable
internal lacquer. Apply the shortest supported limit, including the remaining BUD of any compounded base.

References: [15], [17], [18], [19]
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AveEAPTNTN EAANVLKH KOl ayYALKH amnédoon/opydvwon oTolXelwv TG avagepduevng mNyrg. Aev anoteAel enlonun petdepaocn fi £€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 ka1 mapanopunég / Sources and references

[1] British Pharmacopoeia 2016 - Buffered Cream

2016 | PDF pp. 1-1; user-supplied BP extract; URL is publisher catalogue, not the licensed full monograph | master formula | 2026-09-10
https://www.pharmacopoeia.com/

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

Awabéoipo keipevo / 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] 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

[4] 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

[5] 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

[6] MHLW - Japanese Pharmacopoeia XVIII: White Petrolatum

JP XVIII, 2021; English text | Printed p. 1501; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[71 British Pharmacopoeia 2016 - Emulsifying Ointment

2016 | PDF pp. 1-1; user-supplied BP extract; URL is publisher catalogue, not the licensed full monograph | master formula | 2026-09-10
https://www.pharmacopoeia.com/

[8] 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

[9] MHLW - Japanese Pharmacopoeia XVIII: Sodium Lauryl Sulfate

JP XVIII, 2021; English text | Printed p. 1718; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[10] British Pharmacopoeia 2016 - Emulsifying Wax

2016 | PDF pp. 1-2; user-supplied BP extract; URL is publisher catalogue, not the licensed full monograph | master formula | 2026-09-10
https://www.pharmacopoeia.com/

[11] 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
[12] 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
[13] 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
[14] 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
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[15] 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
[16] EMA - Excipients in the labelling and package leaflet, Annex Revision 5

Published 5 December 2025 | EN and EL worksheets: arachis oil, wool fat, cetostearyl/cetyl alcohol, chlorocresol | Current primary excipient
warnings; used as a scientific labelling reference, without claiming MAH obligations automatically apply to a compounded prescription |
2026-10-14

https://www.ema.europa.eu/en/documents/scientific-guideline/all-languages-annex-european-commission-guideline-excipients-labelling-pack
age-leaflet-medicinal-products-human-use-sante-2017-11668-revision-5_en.xIsx

[17]1 VVF manufacturer: Emulsifying Waxes

Product table: Vegarol EW 200; compare EW 100 and EW 300 | Targeted prerequisite / publication decision; not batch result | 2026-10-14
https://www.vvfllc.com/EmulsifyingWaxes.html

[18] Croda Pharma manufacturer: Crodex A pharma

Product description and pharmacopoeia compliance | Targeted prerequisite / publication decision; not batch result | 2026-10-14
https://www.crodapharma.com/en-gb/product-finder/product/5530-crodex_1_a_1_pharma

[19] British Pharmacopoeia: Content Usage Licence for Individual Users

Sections1,4 and5 | Targeted prerequisite / publication decision; not batch result | 2026-10-14

https://www.pharmacopoeia.com/single-user-online-licence
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