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CGR-BP-003 | 10.0

AgppaTiKO YOAAKTWHA BEVCOIKOU BevCLAioL 25% w/v

Benzyl Benzoate Application

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
avanapayxOel eowTePIKE 0 KNPSHG yia va epapuoaTel N povoypadia. To 6pLo 14 NUEPWVY MAPAUEVEL YEVLIKO LTS
npobnobéoelg éplo kat dev anoteAel netpapatiky otabepdtnta j BUD ovykekpluévng naptidag. H avagopd 14
NUEPWY MPOoDMOBETEL 2-8 °C Kal €MOPKH QUOLKH KATAAANASTNTA 010 Yuyelo. MpaypaTtiky agloAdynan
OUOLOYEVELOC, OVaBLAOTOPAC Kal amovaiac [N avaoTPEPLUOoL dlayxwpeLlouol anatte{tal dev peTagépeTal To 6plo oc
Beppokpacia dwuatiov. EpapudleTal To CUVTOPOTEPO TEKUNPLWHEVO OPLO, CUUTEPLAQLBAVOUEVOL TOU
vnoAewtépevov BUD evowpatwuévng yaAnvikic Bdonc.

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 14-day
figure remains a conditional general ceiling, not experimental stability or an assigned batch BUD. The 14-day
reference requires 2-8 °C and adequate refrigerated physical suitability. Verify homogeneity/redispersibility and
absence of irreversible separation; do not transfer this limit to room temperature. Apply the shortest supported
limit, including the remaining BUD of any compounded base.

Anaitoopeva tekpApla / Required evidence

KaBoplopévn Kat eYKEKPLEVN TOLdTNTA aviovikol KnpoL BP amd nmpounBeuth, pe ovuvdbn amodoxr mpayUaTkAG
noapTdag: eAeypéveg Aomég mpwTteg DAEG Kat akplBrig obvBean/dladikaaia avaeopdg.

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.

Actiodoynuévn Tagvounaon tTnG TEALKAC HOPQPHC, OPLOUEVOC TTEPLEKTNG KOl UAAEN, OpoLloyEveLx KoL eBLKO( EAgyxoL
™G MNYAG. MNa ocuvTNPOOHEVN LOATLKY HOPPH TEKUNPLWVETAL N KATAAANAGTNTA TOU CLVTNPNTLKOV 0TO TEALKS pH
KoL gTn ouvoALkr obvBeaon.

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 xpnowponote{tatl yaAnvikr B&on: mpaypatiki nuepopnvia mapaokevig, anodEéopsvuon Kat evarnopévov BUD
TNG. To véo TeALKS piypa dev undeviel tov xpdvo tng Bdong.

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

To yevikd 6pLo yuyeiov e@apudéletal pévo petd TekUnp{won QUOLKAG KATaAANASTNTAC OoTOoULG 2-8 °C:
opoloyévela/avadlaonopd Kat amnovoia N avooTPEWLUOL SlaxwpLlopol. Agv HeTa@EpeTal o€ Bepuokpaaia
dwpatiov.

Use a refrigerated default only with supported physical suitability at 2-8 °C: homogeneity/redispersibility and no
irreversible separation. Do not transfer it to room temperature.

KpttApla kAeloipatog / Closure criteria

H epevvntikr €e€EdptNoN amnd eowWTEPLKA MaAPaoKeELALOUEVO KNP KAe(veL pe pnTr XPrAon TNG KaBoplopévng
ayopaopévng eapuakomolakig moldtntag. H elogepxduevn amnodoyr napapével ouvAdNg anaitnon k&be
TMPAYHATLKAG MAPATKEVAG.
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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.

H npayuatiky anodéopevon anattel oAokAnpwuévo apyelo noptidag, anodekTtd amoTEAECUATA TWY EQAPUOCLUWY
EAEYXWVY Kal LTIOYEYPAUUEVN EKT{UNON BUD UE TO OUVTOUOTEPO TEKUNPLWHEVO bplo.

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

Agv e@apudletal aptBUNTIKS YEVIKS 6pLo éTav dev mAnpolvTal n avtiotown katnyopia, N ocuuPBatr Bepuokpaacia
1 N KATAAANASTNTA TNG 00VOeoNG. Néa €LOLIKE EAETN XPELATETAL Yo EMEKTACN ) YLA AVETIIALTO QLGLKOXNULKO
MPEOBANUA, OXL AMAWC yla TNV mapovaiacn evdc vnd mpodmoBEéaslg 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 epappoynic / Scope

TeAkr] ekdoTik andéeacn tng 14.10.2026. Aev anoTeAE(! MOTOMONTIKG EPYAOTNPLAKWY ATMOTEAECUATWY A
anodéopevan naptidag.

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 kaiL mpéoBaocn oTnv Ny / Provenance and source access

BP: mpoéAevon amnd ta napexOUeEVA aMoondouaTa TS avapepduevng ékdoonc. H mpoéAevan, n ékdoaon kat ta dpLa
TWVY MOPEYXOUEVWY QTOCTIAOUATWY/BLBALOYPAPLKWY ava@opwv Slatnpolvtal. To kel{pevo elvat n napexduevn Kat
avaBewpnuévn eyypaer Sikalias, 6yt véa mApng avadnuooievon Touv MpwToTONoL TNG NNYACS. NpdoBacn cto
MARPEG MpwTdTULTO YiveTal aTOV EMioNUo €kOATN, e TNV anattoOuevn ddela i guvdpopr. Agv dnAwveTal 4Tt
EKKPEUEC alTnua emavdyxpnong €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 avagopdc / Reference formula
Bdon / Basis: 1000 mL
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ZvoTaTtiko / Ingredient MoocoétnTa / Quantity

BevCoikd BevlOAL0 25049
Benzyl benzoate

FaAakTwpatonoldg knpdg BP 209
Emulsifying wax BP

KekaBapuévo 0w, mpdopaTta BPaouévo Kat YuxOév g.s. ad 1000 mL
Freshly boiled and cooled purified water

MpoanaiToVpeva / Prerequisites
CGR-BP-015 Emulsifying Wax

Meplypa@n okevaopatog / Preparation description

FoaAdKTWHA: AgpUaTIKO YOAdKTWHO Bevloikol BevTuAlov 25% w/v. Mpdaobeta KpLtripla epedviong 6ev
TEKUNPLWYVOVTAL 0TO eEETaoBEY €LBLIKO Kel(pevo.

Emulsion: Benzyl Benzoate Application. Additional appearance criteria are not established by the specific text
reviewed.

References: [1]

Apaon kaL xpron / Action and use

AgppaTikd yardktwpa Bevloikod BevCuAiov, cuoTaTikoL e dpdon KaTtd TNG Ywpag. To oxAua Kat n
KATAAANASTNTA KaBop{CovTal ylo TOV OUYKEKPLUEVO 0aBEVH.

Cutaneous benzyl benzoate emulsion; the ingredient has antiscabetic activity. Select regimen and suitability for
the individual patient.

References: [1], [5]

Mpodiaypagéc / Specifications
Benzyl benzoate: 23.1-26.9% m/V
Benzyl benzoate: 23.1-26.9% w/v

References: [1]

®wg / Light

Agv MapéxeTal EL6IKA QWTOOTABEPOTNTA TOL TEALKOD POIOVTOC. H amatToOUEVN QWTOMPOOTAC(O 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]
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Nepo kat SuaAvtoTnTa / Water and solubility

Agv dlveTal mOooTLKS 6pLo LEPOAVTLKHAG OTABEPATNTAG TNG OLYKEKPLUEVNG o0vBeaNnG. H mogdTnTa Kat moldtnTa
vepoD Hev peTaBaAAeTal and Tn cuvTayh.

No quantitative hydrolytic stability limit is given for this formula. Retain the prescribed water amount and quality.

References: [1]

Yypaoia / Humidity

Agv SlveTal apBUNTIKS dpLo OXETLKIAG LYPAT(AGC YL TO TEALKO oKkeDaTUA. ATopebyovTal dLaBpoxr MPWTWY LAWY
KL HETAPOPA CUUMUKVWHATWY OTOV MEPLEKTN.

No numerical relative-humidity limit is given for the finished product. Prevent raw-material wetting and
condensation entering the container.

References: [1]

Oeppokpacia / Temperature

A€V TEKUNPLWVETAL ETILTPENTH BepPokpaolakn anmdkAlon i KOKAOG KatdywuEnc/amdyuEng. OL Bepuokpaacieg
MPAOKELHG Kal QUAAENG avapépovTal ota avtioTola nedia.

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

References: [1]

pH kaL ouppatotnta / pH and compatibility

Agv op{CeTtat €18kd €0pog pH TOL TEALKOU OKELAOTUATOG. 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

Agv napéxetal TAAPNS SoKLU cuuBaTdTNTAC TOU UiyHaTOoG HE MPdobeTa dpaoTIKE 1 dLagopeTikd €kGoya. OL
LTIOKATAOTAOELG amaLTolY XWwPLoTh Tekunpiwon.

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

References: [1]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

Tavtonoinon kat Bdon Coylong:

¢ Bevloikd BevlOAL0: 250 g.

e FaAaKTwPaTOMOLOG KNP6G BP: 20 g.

* KekaBapuévo 0dwp, mpdopata Bpaouévo kKat yuxBEv: g.s. ad 1000 mL.

OL dnAwpéveg popeéc/moldTnTeG avrikouy otny akpBry cbveean tng mnyric.

Zvotatikd tng Bdong CGR-BP-015: AaovpuAoBetlkd vatplo: 1 g o€ 10 mL vepol divel dlavyéc 1 LpldiCov dldAvua
Katd JP.

Identity and weighing basis:

* Benzyl benzoate: 250 g.

¢ Emulsifying wax BP: 20 g.

* Freshly boiled and cooled purified water: g.s. ad 1000 mL.

The specified chemical forms/grades belong to the exact source formula.
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Component of base CGR-BP-015: Sodium lauryl sulfate: JP describes a clear or opalescent solution of 1 g in 10 mL
water.

References: [1], [6], [7]

Mpootacia epyalopévwy / Staff protection

KaBapr poakpuudvikn epyaoctnplakr evdupoaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPS. ANy YOV TLWY
pETE and enudAvvaon/ebopd.

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

References: [11], [2], [3]

EKTipnon kKivdéovovu / Risk assessment

ZuykekpLuévn mopTtida avagopdg: 1000 mL. MpwTo cuoTtaTtikd: Bevloikd BevlOALo, 250 g. EAEyETe aveEdpTnTa TN
XNUIKA Hopor, TIG HoVAdECG Kal KABE KALUdKwaon mpwy and CoyLon.

EAéyETe opoloyévela, oBwAoug, dlaxwplopd Kat mpayuaTiky anddoon npwv and vnodlaipean. H cuokevaoia mpénel
Vo EMILTPEMEL OPOLOUOPPN EQAPPOYH XWPIC ELgaywyr] VEPOD OTO MEPLEXOUEVO.

KataypdyTte yla TNV TOMKA avdAuon moodTnTa avd napaokevr, ouxvotTnTa epyaoiag, dtdpkela avolkTtol
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHATIKOTNTA TWY HETPWY eAEyXoU. AuTd elval otowxela etadbouv
™G a§loAdynong- 6ev anodideTal mPooXNUATIKOG TEAKOG BaBudG Kwdivou.

OepuLkd aTddl0 TNG oLyKeKPLPEVNG Sladikaalac: eAEyETe BepudPETPO, TPOTIO BEPUAVONG, XPOVLKH SLdpKeLa Kot
anopuyr vepPBEpuavonG/anwAeLag dLaAdTn. To TéAog avAulEng dev TavtileTal pe TEKUNPLWPEVN YOEN 1 A PN
opoyevomoinon.

2nuelo eAéyxouv amnodéapevong: delypa and avTMPOoWTEVTIKA onuela Kat and tnv apyxr/TéAog MAApwWaONC, UE
Kataypaer kabifnong fj Slaxwplopol Kot enavadlacmopdc. EAEyETE 6TL N mpoBAenduevn AfYn amnodi{del tnv
anattoOuevn moogdtnTa: N eEWTEPLKY opotopop@ia pévn tTnG dev amnodetkviel opolopopPia SPAOTIKAG.

MepLéxel KNTOOTEAPULALKA 1 KNTUALKH AAKOOAN: propel va mpokaAéoel Tomkr depuaTikr avtidpaon. A§loloyrote
KoL TQ OLOTATLKE TNG XPNOLomolobueYNG Bdong.

Reference batch: 1000 mL. First ingredient: Benzyl benzoate, 250 g. Independently check chemical form, units
and every scale conversion before weighing.

Check homogeneity, aggregates, separation and actual yield before subdivision. Packaging should allow uniform
application without introducing water into the contents.

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

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

References: [11], [9], [11], [13]

ZuvOnkec mapaockevnG / Compounding conditions

Mpw amnd avdulEn: Tavtonoinon xNUIKAG HOPYAC Kol MapTidac KABE cLOTATIKOD, KATAYPAPH BEWPNTIKWY
TOCOTATWY Kal éAeyx0oC KabapldtnTtag Tou eEonAlopol. OL Bepuokpaoilegc Katl N oelpd MPoaBAKNG elval avTéG TNG
napakdTw Sladikaoiag.

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.

Sikalias Greek Formulary | Reference documentation 5



compounding.gr | 10.0 | 2026-10-14

References: [11], [3]

Texkpunpiwon BUD / BUD rationale

To MPOATMALTOVUEVO TOL YAAAKTWHATONOLO) KNPOU KAAUTITETOL HE QUPUAKOTIOUAKSO AVLIOVIKG LALKO EYKEKPLEVOL
MPOUNOeLTH, HE anodeKTH MPaypaTIKA mapTida Kat avTiotolixlon mpog tn obvOeon avagopdc. Agv amattelTal va
avanopaxfel eowTEPLKE 0 KNPAC Yo va e@apuooTel N povoypaeia. To éplo 14 nUEPWY MOPAUEVEL YEVIKO LTIO
npobnobéoelg éplo kat 6ev anoteAel metpapaTiky otabepdtnta fj BUD ovykekpluévng naptidag. H avagopd 14
NUEPWV TpolToBETEL 2-8 °C KoL enapk QUOLKA KaTaAAnAdtnta ato yuyeio. Mpaypatiky aEloAdynon
OMOLOYEVELXG, avadLaoTopdC Kot amoua{ag N avaoTPEPLLOL BlaxwPLoHoL amnalTe{Tal 6ev HETAPEPETAL TO OPLO OE
Bepuokpaoia dwpatiov. EpapudleTal TO GUVTOUOTEPO TEKUNPLWHEVO OPLO, CUUTEPLAQUBAVOUEVOL TOU
vroAewmdéuevov BUD gvowpaTtwpévng YoAnvikig Bdong.

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 14-day
figure remains a conditional general ceiling, not experimental stability or an assigned batch BUD. The 14-day
reference requires 2-8 °C and adequate refrigerated physical suitability. Verify homogeneity/redispersibility and
absence of irreversible separation; do not transfer this limit to room temperature. Apply the shortest supported
limit, including the remaining BUD of any compounded base.

References: [12], [14], [15], [16]

MpoanaiTobpeva / Prerequisites

O avlovikdG kNpdG tTnG CGR-BP-015 kaAvmteTtal pe TNV 066 ayopdG TNG KABOPLOUEVNG PAPUAKOTIOWAKAG
nmotétntog. Epdoov ypnotuomnoteltal n evdldpean CGR-BP-014, Kataypd@eTal N MPAyUaTIK anodéapeuan Kot n
dlaBéoun dudpkeld tng. H obvBean kat oL umdAolneg eEapTATELG TNG TNYAG dlatnpolvTal.

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: [12], [14], [15], [16]

EEomAlonog / Equipment

Zuyo6G KaTdAANANG eAdxLoTng T0ylong, youdi/omepog i opoyevonolnthg, doxela avaulgEng, ondTovAEg,
BepudueTpo TV LTIAPXEL Bépuavan, 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

TAETE TOoV KNPS, MpoaBEaTte Bevloikd BevlOALo kKatl avaui§te. Mpoobéate To plypa oc enapkég Beppd VOWP yla
TeAKS Oyko 1000 mL kat avadebote KaAd péxpL wogNg.

Melt the wax, mix in benzyl benzoate, then add the mixture to sufficient warm water for 1000 mL. Stir thoroughly
until cold.

References: [1]

Napatnpnoclg / Observations

H ninyn opiCet TeAkd dyko. Aev Looduvapel pe 25% w/w.

The source defines final volume. This is not equivalent to 25% w/w.

References: [1]
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MNeplékTNG KaL ovokevaoia / Container and packaging

EmAoyr yia Totukh a§loAdynon: KaAd KAELOTH @LEAN cupuBaTh He To LYPS. Mpv and NMARpPwan eAgyxovTal
KaBapldtnTa, akepAOTNTA, OTEYAVOTNTA Kol GUUBATOTNTA LALKOU/MWHUATOC. H 161K povoypagia dev
TEKUNPLWVEL CUYKEKPLUEVO EUTTOPLKO MEPLEKTN.

Selection for local assessment: well-closed bottle compatible with the liquid. Check cleanliness, integrity, closure
and material compatibility before filling. The specific monograph does not validate a particular commercial
container.

References: [1]

MowoTikO6G éAeyxoG / Quality control

HPLC C18 200 x 4,6 mm, 10 um- vepd/aketovitpiAlo 30:70, 1,5 mL/min, 230 nm, éveon 20 pL. As{ypa 1 g/100 mL,
nepattépw apaiwon 1:50. Npdétuno benzyl benzoate BPCRS 0,0050% m/V. Anatte(tol pdda avd mL yio ékgppaaon
m/V.

H uébodog, to éplo amnodoync, N MPAYHATIKN TIUA KoL 0 EAEYKTAC KaTaypdgovTal XwploTd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavadAnyn eAéyxwv xpeldleTal
attoAdynon.

HPLC C18 200 x 4.6 mm, 10 um; water/acetonitrile 30:70, 1.5 mL/min, 230 nm, 20 pL injection. Sample 1 g/100
mL, further diluted 1:50. Benzyl benzoate BPCRS reference 0.0050% w/v. Determine mass per mL to report w/v.
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], [11]

®0Aagn / Storage

Ma 1o emMAeyUEVO YEVIKS avTaTo 6pLo: 2-8 °C, epdoov dSlatnpolvTal N QUOLKH KATOAANASTNTA KOl N
OLPBATOTNTA PE TN CLUYKEKPLUEVN TINYH. Agv epapudleTal To 14uepo oe BepUokpacia SwuaTiov.

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], [4], [8]

Awa0eon / Dispensing

AldBeon e oaer 066 xpriong, MEPLEKTIKOTNTA Kot nuepounvia xpriong. H moodtnTa avd epapuoyr Kot n
oLYVOTNTA CLUUMANPWYOVTOL CUUPWVA LE TN CLVTAYH.

Meptéxel KNTOOTEAPUALKH | KNTLUALKH 0AKOOAN: prnopel va mpokaAéael Tomk depuaTikh avtidpaon. AEloAoyriote
KOL TQ OLOTATLKE TNG XPNOLomololueEYNG Bdong.

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.

References: [1], [13]
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EmioApavon / Labelling

AgppaTikd YardkTwa Bevloikol BevCuAiov 25% w/v

EEwTepkn xprion

MNoodétnta: _ Moaptido:

Moapaokevdotnke:  XpAon €wg:

AcbBevng / 8don / ouyvéTnTa: _

®OAaEN: 2-8 °C, petd TNV enBePaiwon KataAAnAdTNTAG YOENG.

Avakwrote/enavadlaonelpete KaAd pwv and xprion.

©eppokpaoia yla To BUD auTtAg tng naptidag:

Neptéxel kNTooTEAPUALKH ] KNTUALKH OAKOOAN: pmopel va mpokaAéoel Tomkr SepuaTik avtidpaon. AloAoyrioTe
KOl TA OLOTATLKA TNG XPNOlpomnolovevng Bdong.

Benzyl Benzoate Application

External use

Quantity: _ Batch:

Prepared: __ Useby:

Patient / dose / frequency:

Storage: 2-8 °C, after confirming suitability for refrigeration.

Shake/redisperse well before use.

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.

References: [1], [4], [8], [13]

final_decision / final_decision

To MPOAMALTOOEVO TOV YOAAKTWHATOTOLO0 KNPOD KAAOTITETOL E PAPUAKOTIOLLAKS AVLIOVLKO LALKO EYKEKPLUEVOL
MPOUNOELTH, HE AnOdEKTH MPaypaTIkh mapTida Kat avTiotolixlon mpog tn abvBeon avagopdc. Asv anatte(Tal va
avanopaxfel eowTEPLKE 0 KNPOC yla va e@papuooTel N povoypaeia. To éplo 14 nUePWVY MOPAUEVEL YEVIKS LTIO
npolnoBéoelc dplo Kal 6ev amnoteAel melpanaTtiky otabepdtnTta rj BUD cuykekpiuévng naptidag. H avagopd 14
NUeEPWV TpolToBETEL 2-8 °C KoL eMapk QUOLKA KaTaAAnAdTnTa oto yuyeio. Mpaypatiky aEloAdynon
OMOLOYEVELAG, AVadLOOTIOPAG KAl AMOVC{aG N avaoTPEWLLOL SLaxwpPLouoL anatte(tal: dev peTagEépeTal To 6pLo Ot
Bepuokpaoia dwuatiov. EpapudleTal TO CUVTOUOTEPO TEKUNPLWHUEVO OPLO, CUUMEPIAQUBAVOUEVOL TOL
vnoAewmdéuevov BUD evowpaTwpévng YoAnvikig Bdong.

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 14-day
figure remains a conditional general ceiling, not experimental stability or an assigned batch BUD. The 14-day
reference requires 2-8 °C and adequate refrigerated physical suitability. Verify homogeneity/redispersibility and
absence of irreversible separation; do not transfer this limit to room temperature. Apply the shortest supported
limit, including the remaining BUD of any compounded base.

References: [12], [14], [15], [16]

AVEEGPTNTN EAANVLKA KAl ayYALKH anédoon/opydvwon otolxelwy TNG avaeepdpevng mnyng. Aev anoteAel enlonun petdepaon fj €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 kaiL mapamnoumnég / Sources and references

[1] British Pharmacopoeia 2016 - Benzyl Benzoate Application

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

Awabéolpo 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
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T A compounding.gr | 10.0 | 2026-10-14

[3]1 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

[4] 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

[5] FN/2003/PA/004 ALMIDON DE TRIGO

Retrieved source edition | Sections 4, 6-10 | ingredient facts | 2026-09-12
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_004.pdf

[6] 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

[7]1 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/

[8] 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
[9] 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
[10] 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
[11] 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
[12] 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
[13] 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

[14] 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

[15] 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

[16] 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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