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Z0v0eTn aAloten BevloikoL o&éoc - Whitfield

Compound Benzoic Acid Ointment

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 KNPSHG yia va epapuoaTel N povoypadia. To 6pLo 180 NUEPWVY MAPAUEVEL YEVLIKO LTO
npoinobéoelg éplo kat dev anoteAel netpapatik otabepdtnTa fj BUD ovykekpluévng naptidag. EAEyETe
opoloyévela Katavouig Twv 600 0g€wv Kat TIG ELOIKEG MPOBLAYPAPEG MEPLEKTIKOTNTAG TNG MNYrG. H peTaBOAA
Bdong amnaitel véa agloAdynon Kat dev kaAOTTETAL ALTOUATA ATd TO dpLo avaeopds. Epapudletal To
OUVTOMOTEPO TEKUNPLWHUEVO OPLO, CLUPTIEPIAQBAVOUEVOL TOU LTTIOAELTTOEVOL BUD evowpaTwUEVNG YAANVLIKAG
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
180-day figure remains a conditional general ceiling, not experimental stability or an assigned batch BUD. Verify
uniform distribution of both acids and the source assay specifications. Changing the base requires reassessment
and is not automatically covered by the reference ceiling. 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.

EnBePfaiwon opoloyévelag Twv 600 0§Ewv Kot CUUUOPPWANG TPOG TLG ELOLKEG TPOBLAYPAPEG TNG MNYHG. AAAayH
Bdong amnowtel véa ektipnon.

Verify uniform distribution of both acids and compliance with source-specific specifications. A changed base
requires reassessment.
KpittApla kAeloipatog / Closure criteria

H epevvnTikf eEdpTtnon and ecwTteplkd napackevalduevo KNpd KAeveL pe pnTr xprion tTng kKaboplopévng
ayopacopévng gapuakomolakig motdtntag. H elogepxduevn amnodoyn napapével ouvAdNg amaitnon k&be
TPAYUATLKAG TOPOOKELAG.
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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 g
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ZvoTaTtiko / Ingredient MoocoétnTa / Quantity

BevCoikd o0&V, Aemth KOVLG 60 g
Benzoic acid, fine powder

ZaALKLALKGS 0&0, Aemtr K6VLG 309
Salicylic acid, fine powder

FAQKTWHUATOMOLOC aAotpr) BP 910¢g
Emulsifying ointment BP

MpoanaiToVpeva / Prerequisites
CGR-BP-014 Emulsifying Ointment

Meplypa@n okevaopatog / Preparation description

AMoLpry: Z0vBetn aAlolpr BevloikoL oE€oc - Whitfield. MpdoBeta kpLTApLa ELPEVIONG SEV TEKUNPLWYVOVTAL OTO
eEeTaoBEY €lOLKO Kel(pevo.

Ointment: Compound Benzoic Acid Ointment. Additional appearance criteria are not established by the specific
text reviewed.

References: [1]

Apaon kaL xpron / Action and use

Zuvduaoudg Bevloikol Kot CAALKUALKOD 0§€0G- TO OAALKLALKS TaPEXEL KEPATOAVTIKA Bpdon. H KAWLKA epappoy
kKaBop{Cetal and tn cuvtayh.

Benzoic/salicylic acid combination; salicylic acid supplies keratolytic activity. Clinical application follows the
prescription.

References: [1], [2]

Mpodiaypagéc / Specifications
Bevloik6 0EV 5,7-6,3% W/wW* COALKUALKG 2,7-3,3% w/w.
Benzoic acid 5.7-6.3% w/w; salicylic acid 2.7-3.3% w/w.

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

Bevloiké 0&0, Aemtr KévIG: n avtioTolxn kabapr mpwtn OAN Katd JP elvat Alyo SlaAuth oTo vePO.
ZOALKUALKG 0ED: Alyo SLaAvutd o€ vepd: anueio THENC mpwTNG OANG 158-161 °C.

Tuotatikd tTnG Bdong CGR-BP-014: Acukr BadeAivn: n avtiotolxn kabapr mpwtn VAN Katd JP elval MpakKTLk&
abLdAvtn oto vePI.

JuotaTtikd TG Bdong CGR-BP-014: Yypr napagivn: n avtiotowyn kabapr npwtn OAN Katd JP elvat mpakTikd
adldAvtn oo vepd.

Benzoic Acid: JP classifies the corresponding pure raw material as slightly soluble in water.

Salicylic acid is slightly soluble in water; raw-material melting range 158-161 °C.

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: [2], [5], [8], [9], [10]

Yypaoia / Humidity

Agv dlveTal aplBunTiké épLo oxeTikig vypaciag yla To TeEAKO okeDaoUa. ATto@ebyovTtal SLaBpoxr MTPWTWY LAWY
KOl HETAPOPA CUUMUKVWHUATWY OTOV MEPLEKTN.

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

References: [1]

Osppokpacia / Temperature

A€V TEKPNPLOVETAL EMLTPENTH BEpUOKpaTlakr amdkAlon i KOKAOG KatdyuEnc/andyuEnc. O Bepuokpaaieg
MOPACKEVHC Kol QUAAENC avapépovTal oTa avtioTolya medla.

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

References: [1]

pH kai cupBatoéoTnTa / pH and compatibility

Bevloik6 0EV/Bevloikd w¢ ouvTnENTKA: N EMA neplypdoel 6pdon oe éEwvo meptBAAAov pH 2,5-4,5. & vynAdTepo
pH 6gv Bewpel{tal avTOPATWS EMAPKAC N cuvTHPNON.

Benzoic acid/benzoate preservation is described by EMA in acidic conditions, pH 2.5-4.5. Preservation at higher pH
must not be assumed.

References: [4]

AAAec aAAnAemidpaoelg / Other interactions

ZOALKUALKG 0E0: aoLpBaTtdTNTEG HE QAKAALY, dAaTa Fe/Pb Kat twdLo. Madvw amnd 2% pnopel va dnuovpyel
TMPOBAALATA OE HN LOVIKA YOAAKTWUATA.

Salicylic acid: incompatibilities with alkalis, Fe/Pb salts and iodine. Above 2%, problems may occur in nonionic
emulsions.

References: [2]
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Ewdika otolxeia cvotaTtikwy / Ingredient-specific information

BevCoikd 0§D, Aemtr KOVLG: MPWTN VAN HE XOPAKTNPLOWS SlaAvTtdTnTag 0TO vePS «Alyo SLaAvTh» Katd 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.

Benzoic Acid: raw-material water solubility is classified as slightly 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: [5], [8], [9], [10], [11], [12]

Mpootacia epyalopévwy / Staff protection

ZaALKUALKO 0ED: amo@UyeTE okdvn, Lomvor] Kot emo@r He pdTtio/BAevvoydvouc: npootacia 0QOaAUWY.

Kabapr HoKpLuPAvIKn epyaoTnplakr evdupaoia, KEAALvYN HAAALWY KoL YAVTLo KATd Tov XELPLoUd. AAAQYH YOVTLWV
META amd emudAvvon/ebopd.

Xelploteite tn COyLoN Kot AstotpiBnon og xwpo/dldtagn nov neplopifel daomopd Koviwy, pe pooTacia
0QOAAUWY- 0 TUTIOG AVATVELOTIKAG TIpooTaciag kabop(letal and tTn ocLYKeKPLUEVN €KBEDN.

Salicylic acid: avoid dust, inhalation and eye/mucosal contact; use eye protection.

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: [2], [3], [6]

EKTipnon kKivéovovu / Risk assessment

Bevloik6 0ED/BevToikd: duvaTtdTnTa EMBEVWANG VEOYVLKOD LKTEPOUL amd ekTOMON XoAePLOPIVNG. AELoAoYHOTE
€L0LKA Xprion o€ veoyvd €wg 4 eBdouddwv: n tomkn xprion pnopsl enlong va epebioel.

JuyKeKpLUévn mapTida avagpopdc: 1000 g. MpwTo cvotaTikéd: Bevloikd 0E0, Aentr KOvLIG, 60 g. EAEyETe
aveEApTNTA TN XNULKA HOP®OH, TIG HOVADEG Kat KABE KALUAKWON TP and CoyLon.

EAéyETe opoldopen dlaomopd TNG SPACTLKAG KoL AMovo{d CLUOCWHATWHATWY LETAE TNV YOEN. YiepBEpavan,
eloaywyn vepoL fj aAAayr Bdong HeTaBAAAOLY TO TPOPIA TNC MAPACKEVAC: KATAYPAYTE MpayuaTiky andédoon Kat
QMWAELEC METAPOPAEC.

KataypdyTte yla TNV TOmMKA avdAuon moodTnTa avd napaokevr, ouxvotTnTa epyaoiag, dtdpkela avolkTol
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHATIKOTNTA TWY HETPWY EAEyXoL. AuTd elval otowxela etladbouv
™G a§loAdynong- 6ev anodideTal mPooxNUATIKOG TEAKOG BaBudG Kwdivou.

Znuelo eAéyyou amnodéopevons: EAEYETE CLOOWHUATWUATA, KPLOTAAAOLG, TOTILKEG BLOYOPEC LPMG KaL EAEDBEPO
LYPO HETE TNV 0AOKARPWON TNG HEBGBOL. KataypdyTte yewueTpla avduEng, uéyebocg napTidac Kol MPAYUATIKEG
BEPUOKPAOIEG: HETAPOPA apLlOUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Llooduvauia.

Mepléxel KNTOOTEAPUALKH | KNTLUALKA 0AKOOAN: prnopel va mpokaAéoel Tomkh 6epuaTiki avtidpaon. AEloAoyriote
KOl TA OLOTATLIKA TNG XPNOlHomnolovuevng Bdong.

Benzoic acid/benzoates may worsen neonatal jaundice through bilirubin displacement. Assess use in neonates up
to 4 weeks; topical exposure can also irritate.

Reference batch: 1000 g. First ingredient: Benzoic acid, fine powder, 60 g. Independently check chemical form,
units and every scale conversion before weighing.
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Check uniform active distribution and absence of aggregates after cooling. Overheating, water ingress or a
changed base alter the preparation; record actual yield and transfer losses.

For the local assessment record quantity per preparation, work frequency, duration of open handling, potential
exposure routes and effectiveness of controls. These are assessment inputs; no fictitious final risk score is
assigned.

Release checkpoint: 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.

References: [11], [4], [14], [16], [18]

ZuvOnkec nmapaokevng / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HoPeAG Kal mapTidag KkdBe ouoTaTikoD, KaTaypaer BEWPNTIKWY
MOCOTATWY KAl EAEYX0G KaBapldTnTac Tou eEoMALOMOD. OL Bepuokpaoieg Kal N oelpd mPoodrikng elvatl aVTEC TNG
nopakAdTw dladikaoiag.

Before mixing: verify each ingredient’s chemical form and lot, record theoretical amounts and check equipment
cleanliness. Follow the temperatures and addition sequence in the procedure below.

References: [1], [6]

Texkpnpiwon BUD / BUD rationale

TO MPOAMALTOVUEVO TOV YOAAKTWHATOTOLO0 KNPOD KAAOTITETAL E PAPUAKOTIOUAKS AVIOVIKO LALKO EYKEKPLUEVOL
TPOPNBeLTH, HE amodekTA MpayuUaTikg mapTida Kol avTiotolylon meog Tn obvBeon avagopdc. Aev amatte(Tal va
avanapaxbel ecwTePKE 0 KNPOC yla va epapuooTel N povoypaeia. To 6plo 180 NUEPWY MAPAPEVEL YEVIKS LTIO
npobnobéoelg dplo kat dev anoteAel netpapatik otabepdtnta fj BUD ovykekpluévng naptidag. EAEyETe
opoloyévela KaTtavouig Twv 600 0wy Kat TIG £LOIKEG MPOBLAYPAPEG TMIEPLEKTIKOTNTAG TNG MNYrG. H peTaBoAn
Bdonc amattel véa aEloAdynon kat dev KaADTITETAL ALTOPATA aAmnd To dpLo avapopds. EpapudleTal To
OLVTOUOTEPO TEKUNPLWHEVO GPLO, CUUTMEPLAAUPBAVOUEVOL TOU LTTOAELTOUEVOL BUD evowpaATWUEYNG YOANVIKAG
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
180-day figure remains a conditional general ceiling, not experimental stability or an assigned batch BUD. Verify
uniform distribution of both acids and the source assay specifications. Changing the base requires reassessment
and is not automatically covered by the reference ceiling. Apply the shortest supported limit, including the
remaining BUD of any compounded base.

References: [17], [19], [20], [21]

Mpoamaitovpeva / Prerequisites

O aviovlkd¢ knpdc tng CGR-BP-015 kaAbmTeTOL HE TNV 066 ayopdG TG KABopLoUévNG GOPUAKOTIOWAKAG
nowdtnToC. Epdoov xpnolponote{tal n evdldpeon CGR-BP-014, kataypdeeTal n mpaypaTtiky anodéauevon Kot n
dlaBéoun 6dpkeld tng. H obvBeon Kat ol umdAotneg eEapTrioelg TG NyrAg dtatnpoldvTal.

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: [17], [19], [20], [21]
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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.

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
AeloTpBrioTe Ta 600 oEéa e HéPoC TNG Bdong péxpt Acla ndota. EvowpaTtwoTe oTadlakd tnv vndAonn aAoler.
Triturate both acids with some base to a smooth paste; progressively incorporate the remaining ointment.

References: [1]

Napatnpnoclg / Observations

H teAkn moodtnta €ival n Bdon tou mivaka obveeang. Kataypdeovtal mpayUaTik anddoaon, Tuxév anwAELEC Kal
anokA{oELC 0TO QUAAO EKTEAEDNG.

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

References: [1]

MeplékTnG KaL ovokevaoia / Container and packaging

EmAoyn yla Tomtk agloAdynaon: ateyavd ocwAnvdpLo f doxelo NULOTEPEWY PE KATAAANAN enévbuan. Mpw amnd
MAAPWON EAEYYXOVTAL KABAPLOTNTA, AKEPALOTNTA, OTEYAVOTNTA KAl CUMBATOTNTA LALKOU/MWHATOC. H €8LKA
Hovoypaia SEV TEKHUNPLWVEL CUYKEKPLUEVO EUMOPLKS TTEPLEKTN.

Selection for local assessment: tight semisolid tube or jar with a suitable lining. Check cleanliness, integrity,
closure and material compatibility before filling. The specific monograph does not validate a particular
commercial container.

References: [1]

MoloTikog éAeyxoc / Quality control

BevCoiké 0&0: oykopétpnon 2 g ue NaOH 0,1 M kat 816pBwon yia To GOALKLALKS 0§0- 1 mL = 12,21 mg Bev{oikol
0E£0C META TN BLOPBwWON. ZAALKLALKG: xpwHaTOoMeTPla e viTtpikd Fe(lll), 530 nm, odykplon He mpdtumno 0,024%
m/V.

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

Benzoic acid: titrate 2 g with 0.1 M NaOH and correct for salicylic acid; 1 mL equals 12.21 mg benzoic acid after
correction. Salicylic acid: Fe(lll) nitrate colorimetry at 530 nm against a 0.024% w/v reference.

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], [16]

®0AaEn / Storage

Mo dldpkela mov amodidetal and yevikd kavova, epapudletal emmnAéov n Beppokpacia TNG eMAEYUEVNG
katnyoplag oto nedlo BUD. H mnyr dev tekunplwvel avbaipeteg aAAayEg Beppokpaciog.

For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
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support arbitrary temperature changes.

References: [7]

AwaOeon / Dispensing

AldBeon pe oaer 066 xpriong, MEPLEKTIKOTNTA Kot nuepounvia xpriong. H moodtnTa avd epapuoyr Kot n
oLYXVOTNTA CUUMANPWYOVTOL COUPWVA UE TN CLVTAYH.

MepLéxel KNTOOTEAPUALKH | KNTLUALKHA 0AKOOAN: prnopel va pokaAéael Tomkh 6epuaTiki avtidpaon. AEloAoyriote
KOl TA OLOTATLKA TNG XPNOlomnolovuevng 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], [18]

EmioApavon / Labelling

Z0vBeTn aAowpr] BevloikoL o&€og - Whitfield

EEwTeptkr xprion

Moocétnta: _ Maptida:

Mapaokevdotnke:  XpAon éwg:

AcBevrig / 66on / ouyvéTnTa: _

®OAaEN:

©eppokpaoia yla To BUD auTtAg tng naptidag:

MepLéxel KNTOOTEAPULALKH 1] KNTUALKH) aAKOOAN: umopel va MPoKaAEoeL TOTLKY depuaTikh avTidpaon. A§LoAoyrote
KOl TA OLOTATLKA TNG XPNOlpomnolovevng Bdong.

Compound Benzoic Acid Ointment
External use

Quantity: _ Batch:
Prepared: __ Useby:
Patient / dose / frequency:
Storage:

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], [18]

final_decision / final_decision

To MPOATMALTOVUEVO TOL YAAAKTWHATONOLO) KNPOU KAAUTITETOL HE QAPUAKOTIOWUAKS AVLIOVIKG LALKO EYKEKPLEVOL
MPOUNOeLTH, HE anodeKTH MPaypaTikh mapTida Kat avTiotolixlon mpog tn obvBeon avagopdc. Asv amattelTal va
avamnopaxdel eowTePLKd 0 KNPOG yia va eapuooaTel N povoypaia. To éplo 180 NUEPWV MAPAUEVEL YEVIKO LTIO
npoinobéaelg éplo kat dev anoteAel metpapa Tk otabepdtnta j BUD ovykekpluévng naptidag. EAEyETe
OMOLOYEVELX KATOVOUAG TWY 600 0E€WV Kal TIC ELOIKEC TPOBLAYPAPEC MEPLEKTIKOTNTAC TNG NMNYAC. H peTABOAR
Bdonc amattel véa agloAdynon Kat 6ev KaAOTTETOL AL TOHATA AT TO 6pLo avaPopdc. Epapudletal To
OLVTOUOTEPO TEKUNPLWHEVO GPLO, GUUTMEPIAAUPBAVOUEVOL TOU LTIOAELTOPEVOL BUD €VOWUATWHEVNG YOANVLKAG

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
180-day figure remains a conditional general ceiling, not experimental stability or an assigned batch BUD. Verify
uniform distribution of both acids and the source assay specifications. Changing the base requires reassessment
and is not automatically covered by the reference ceiling. Apply the shortest supported limit, including the
remaining BUD of any compounded base.
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References: [17], [19], [20], [21]

AVEEAPTNTN EAANVIKA Kot ayYALKH anédoon/opydvwan oTtolxelwy TNG ava@epOuevng mNyg. Aev anoTteAel enionun peTd@paon r £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 mapanopunég / Sources and references

[1] British Pharmacopoeia 2016 - Compound Benzoic Acid Ointment

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

[2] FN/2003/PA/033 SALICILICO, ACIDO

AwoBéotpo keipevo / Retrieved text | PDF pp. 1-2 | raw material or occupational | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_033.pdf

[3]1 PN/L/PG/002/00 INDUMENTARIA

AwoBéotpo 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_l_pg_002_00.pdf
[4] EMA - Questions and answers on benzoic acid and benzoates, EMA/CHMP/508189/2013

9 October 2017 | Preservative pH and neonatal safety | ingredient facts | 2026-09-12

https://www.ema.europa.eu/en/documents/scientific-guideline/questions-and-answers-benzoic-acid-and-benzoates-used-excipients-medicinal
-products-human-use_en.pdf

[5]1 MHLW - Japanese Pharmacopoeia XVIII: Benzoic Acid

JP XVIII, 2021; English text | Printed p. 523; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904440.pdf

[6] 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

[7] 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

[8] 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

[9] 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/

[10] 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

[11] 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

[12] 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/

[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
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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

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
[18] 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

[19] 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

[20] 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

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

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

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

Sikalias Greek Formulary | Reference documentation 10



