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CGR-BP-014 | 10.0

FraAaKTWHATOTMOLOG aAolpnl BP

Emulsifying 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
npobnobéoelg éplo kat dev anoteAel netpapatiky otabepdtnta j BUD ovykekpluévng naptidag. H ta§wéunon wg
KN vdaTikr Bdon attioAoyei{tal and TNy akpLB abvBeon Kat TNV MOWOTNTA TWY LALKWY. H xapnAr aw Tou knpoo
6ev anodelkvieL pdvn NG T aw TNG TEAKAC aAolgriG. EQapudleTal To CUVTOPOTEPO TEKUNPLWHEVO 6pLo,
guunePLAQPBaVOEVOL TOL LTIOAELTOUEVOL BUD evowpatwpévng YoANvikAG 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
180-day figure remains a conditional general ceiling, not experimental stability or an assigned batch BUD. Justify
nonaqueous-base classification from the exact composition and accepted material quality. Low wax aw alone is
not a measured aw result for the finished ointment. Apply the shortest supported limit, including the remaining
BUD of any compounded base.

Antaitovpeva tTekpRpla / Required evidence

KaBoplopévn Kot eyKeEKPLEVN ToldTNTA aviovikol KnpoL BP amd nmpounBeuth, pe ovvAbn amodoxr mpayUaTkAG
napT{6ag: eAeyUéVEG AOLTEC MPWTEG DAEC Kal akplBAC obvBeaon/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.

Actiodoynuévn Tagvounan tTNG TEALKAC HOPPHG, OPLOUEVOC TEPLEKTNG KOl UAAEN, opoLoyévela Kol elBLkol €Agyxol
NG MNYACS. MNa ouvtnNPEoVUEVN LOATLKA HOPEH TEKUNPLWVETAL N KATAAANASTNTA TOL CLVTNPENTIKOL O0TO TEALKS pH
KaL gTn ouvoALkr obvBeon.

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 xpnowpornotle(tatl yaAnvik BAon: mpayUa Tk NUEPoPNvia MapaokeLAg, anodéopevon Katl evamnouévov BUD
TNG. To véo TeALKS piypa dev undevicel 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.

H pn véaTtikh Tagwdéunon agopd tnv akpLBr TEAKH aAolpr: dev MAPOLOLATETAL WG HETPNUEVO AMOTEAECUA aW
pévo and ta atolyela Tov knpPoO.

Nonaqueous classification concerns the exact finished ointment; wax data alone are not presented as a measured
finished-ointment aw value.
KpittApla kAswoipatog / Closure criteria

H epevvnTikf eEdptnon and ecwTteplkd napaokevalduevo knpd KAe(vel pe pntr xprion tTng kaboplopévng
ayopaopévng eapuakomolaknic modtntac. H elogpyduevn anodoyr napapével ouvridng amaitnon kKabe
TPAYUOATLKAG TTOPOOKELAG.

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

FaAQKTWHATOMOLOC KNPdG BP 30049
Emulsifying wax BP

Aevkn BaleAivn 500 g
White soft paraffin

Yypn napaeivn 200 g
Liquid paraffin

MpoanaiToVpeva / Prerequisites
CGR-BP-015 Emulsifying Wax

Meplypa@n okevaopatog / Preparation description

Huwotepen Bdon: NaAakTwpatonoldg adowgr BP. Mpdobeta KpLthipla epedviong 6&v TEKKNPLWVOVTAL OTO
eEeTaoBEY €lOLKO Kel(pevo.

Semi-solid base: Emulsifying Ointment. Additional appearance criteria are not established by the specific text
reviewed.

References: [1]

Apaon kaL xpron / Action and use

dappakoTeEXVLKA Bdon 1} €kdoyo yla TNV EVOWPATWON 0TNY KATAAANAN apagkevr. H ovpBatdédTnTta pe K&Oe
6paoTIKA XpeldleTal XWpPLoTo EAEyYO.

Pharmaceutical base or excipient for incorporation into an appropriate preparation. Compatibility with each active
requires separate assessment.

References: [1]

Mpodiaypagéc / Specifications
[evikr] povoypaeio NULOTEPEWVY.
General topical semi-solid requirements.

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

Aevkn BageAivn: n avtiotown kabapA MPWTN VAN KaTd JP elvat MPakTikd adldAvtn aTo vePS.
Yypr napaeivn: n avtiotolyn kabBapr mpwTn VAN KaTd JP lval MPakTikd adldAuvtn oTo vepd.

White Petrolatum: JP classifies the corresponding pure raw material as practically insoluble in water.
Liquid Paraffin: JP classifies the corresponding pure raw material as practically insoluble in water.

References: [3], [4]

Yypaoia / Humidity

Agv dlveTal aplBUNTIKS dPLO OXETLKNAG LYPATI(AGC YL TO TEALKO oKeDaTUa. AToQebyovTal dLaBpoxr MPWTWY LAWY
KOl HETOPOPA CUUMUKVWHETWY 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 BepPoKkpaolakr anmdkAlon  KOKAOG KatdywuEnc/amdyuEng. OL Bepuokpaaieg
TMOPAOKEVAG Kal UAAENG avapépovTal oTa avtioTolya nedia.

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

References: [1]

pH kai oupBatétnta / pH and compatibility

Agv op{CeTtat 6kd €0pog pH TOL TEALKOD OKELAOTUATOG. 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]

AAAeGg aAAnAemibpaoclg / Other interactions

Aev napéxetal mARPNS 6ok ouuBatdTNTAC TOL PiyHaTOoG UE MPboBeTa dpaaTIKA 1 dLapopeTikA €kGoya. OL
LTIOKOTAOTATELG AMALTOOY XWwPLoTh TeKUNpiwon.

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

References: [1]

El81ka otolxeia ocvotaTtikwy / Ingredient-specific information

Aevkn BaleAlvn: mpwTn OAN UE XAPAKTNPELOUS HLOALTOTNTAC OTO VEPS «TIPAKTIKAE adldAvTn» Katd JP.

Yypr mapagivn: mpwtn VAN HE XOPAKTNPLOUS SLAALTOTNTAC OTO VEPS «TMPAKTIKE adldAvTn» KaTd JP.

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

White Petrolatum: raw-material water solubility is classified as practically insoluble by JP.

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], [4], [7], [8]
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NMpootacia epyalopévwy / Staff protection

Kabapr HoKpUPAVLKN EpyaoTnplakr evdupaoia, KEALYN HAAALWY KL YAVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvaon/ebopd.

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

References: [1], [2], [5]

EKTipnon kKwvéovovu / Risk assessment

ZuykekpLuévn mapTida avagopdc: 1000 g. MpwTo cuvoTaTikd: NaAaKkTwHaTonoldc knpdg BP, 300 g. EAéyETe
aveEApPTNTA TN XNUIKA Hoper, TG HovAdeg Kal KABe KAludkwaon mpv and Coywon.

Q¢ €vBLApEDTO, QEPEL ELBLAKPLTN TAVTAOTNTA KAl CLUYKEVTPWON- 6ev SlaTiBeTal WG TEAKS pdpuako. H apalwon
npooBnkn dpactikig anattel véo vrmoAoylopd ekdOXwv, ouvtripnong kot BUD. EAEyETe 6TL KGBE eEapTwpevn Bdaon
€xeL anodeopuevOEel.

KataypdyTe yia Tnv Tomkr avdAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKeLa avolkTol
XELPLOMOD, MBAVEC 0600G €KBEONG KL AMOTEAETUATIKOTNTA TWY HETPWY eAEy)oL. AuTd elval atolyela elgédouv
NG aloAdynong: 6ev amnodibetal mMPooYNUATIKOG TEAKOC BaBUdC KLwbOvou.

OepULKO 0TAdLO TNC oLYKEKPLUEVNG Blabikaolag: eAéyETe BEPUOUETPO, TPOTIO BEPUaVONG, XPOVLIKH SldpKeLa Kat
ano@uyn LMEPBEPUAVONG/AMWAELAG BLAADTN. To TEAOG avdulgEng dev TavTiCeTal pe TEKUNPLWEVN WOEN 1 MARPN
opoyevomno(non.

Znuelo eAéyyou amodéopevons: EAEYETE CLOOWUATWUATA, KPLOTAAAOLC, TOTILKEG BLaYOPEC LPMC KaL EAEDBEPO
LYPO HETE TNV OAOKARPWON TNG HEBGBOL. KaTtaypdyTte yewUeTpla avauEng, uéyebocg mapTidac Kol MPAYUATIKEG
Beppokpaoiec: peTa@opd aplBpol oTPoPWY ot GAAO avaULKTAPA 6ev amodelkviel Looduvaulia.

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

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

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.

References: [11], [10], [12], [14]

ZuvOnkec mapaockevnG / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HopenG Kal napTidag K&dBs cuoTaTIKoD, KaTayPaeH BEWPNTLKWY
MOCOTATWY KAt EAEYXOGC KaBaPLOTNTAC TOL EEOMALOUOV. OL BEPUOKPAOIEC Kal N oElpd MPOooBRKNC elval AVTEG TNC
nopokdTw Sladikaciag.

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], [5]
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Tekpunpiwon BUD / BUD rationale

To MPOAMALTOOEVO TOV YOAAKTWHATOTOLO0 KNPOD KAAOTITETOL E PAPUAKOTIOLAKS AVLIOVLIKO LALKO EYKEKPLUEVOL
MPOUNOeLTH, HE AnodeKTH MpaypaTikh mapTida Kat avTiotoixlon mpog tn obvBeon avagopdc. Asv anatte(Tal va
avamnopaxfel eowTEPLKE 0 KNPOG yla va epapuoaTel N povoypaia. To éplo 180 NUEPWV MAPAUEVEL YEVIKO LTIO
polnoB£oelc dplo Kal 6ev amnoteAel melpauaTikh otabepdtnTa i BUD ouykekpluévng naptidag. H Ta&lvéunon wg
pn vdatik Bdon attoAoyeital and Tnv akplBr obvBeon KAt TNV MOLOTNTA TWY LVALKWY. H xapnArf aw tou Knpol
dev amodetkviel pévn TNG T aw tTNG TEAKG aAolpnG. EpapudleTal To GUVTONOTEPO TEKUNPLWHEVO bpLo,
OLUMEPAAUBOAVOUEVOL TOL UTIOAELMOEVOL BUD evowpaTtwuévng yaAnviknig 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
180-day figure remains a conditional general ceiling, not experimental stability or an assigned batch BUD. Justify
nonaqueous-base classification from the exact composition and accepted material quality. Low wax aw alone is
not a measured aw result for the finished ointment. Apply the shortest supported limit, including the remaining
BUD of any compounded base.

References: [13], [15], [16], [17]

MpoanaitTobpeva / Prerequisites

Xpnotuomote(tat N akplBwG kaboplopévn ayopagduevn aviovikn notdtnta tTnGg CGR-BP-015. Eykpi{vovTtat ot
MPAYHATIKEG MAPTOEG OAWY TWY CLOTATIKWY TPLY and TNV Mapackevr. H mapayduevn aAoler anoktd SikA Tng
Tekunplwon Kot anodéopevon wg evdldpeco.

Use the defined purchased anionic grade specified in CGR-BP-015. Accept the actual lots of every component
before manufacture. The resulting ointment requires its own documentation and release as an intermediate.

References: [13], [15], [16], [17]

EEomAlonog / Equipment

Zuyo6¢ KaTtdAANANG eAdxlotng C0ylong, youdi/omepog i opoyevonolnthcg, 6oxela avaulEng, ondTouvAeg,
BepudueTpo Tav vnidpxeL 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
JUVTAETE TA OLOTATLKA Kal avadedoTe PéxpL YOENG.

Melt together and stir until cold.

References: [1]

Mapatnpnoelg / Observations

H teAwkr} mooétnta eival n Bdon tou mivaka cdvBeong. Kataypdeovtal mpayuaTiky andédoaon, Tuxdv anwAELEG Kal
amokA{oELG 0TO @UANO EKTEAEDNG.

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

References: [1]

MepLékTnNG KalL ovokevagia / Container and packaging

Emdoyn yla tomkr agloAdynaon: ateyavd cwAnvdaplo i doxelo nUIOTEPEWY pe KATAAANAN enévduon. Mpw and
MApwaon eAéyxovTal KaBapldTnTa, AKEPALOTNTA, OTEYOVOTNTA KAl CUUBATATNTA LALKOD/MWHUATOC. H EL6IKA
pHovoypa@ia 6EV TEKUNPLWVEL CUYKEKPLUEVO EUMOPLKO MEPLEKTN.
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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]

MoloTik6G éAeyxocG / Quality control

H €81k povoypagia 6ev 6lvel xwploTd mocoTikd MPoadloplond. EAEYETE TNV TaLTOHTNTO/MOLOTNTA TIPWTWY LAWY
KOl TLG YEVIKEG QAPAKOTIOWAKEG ATIOLTHOELG TNG OLUYKEKPLUEVNG HOPPHG TIOL TTOPATEUTIEL N TINYH.

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.

The specific monograph supplies no separate assay. Check starting-material identity/quality and the general
pharmacopoeial dosage-form requirements referenced by the source.

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: [11], [12]

®0Aain / Storage

Ma dtdpkeLa mov anodidetal and yevikd kavédva, epapudletal eEMMAEOV n Beppokpacia TNG EMAEYHEVNG
katnyoplag oto nedio BUD. H nnyr 6ev TekUNpLwveL avbaipetec aAAayég Bepokpaoiac.

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

References: [6]

Awa0eon / Dispensing

Evbldueon Bdon yw epyaotnplakn xprion. H evowudtwon dpaoTtikig anattel véo éAeyxo obvBeong, pH,
ouvtpnong kat BUD tou teAlkol npoiévtog.

Meptéxel KNTOOTEAPUALKE | KNTLUALKH 0AKOOAN: prnopel va mpokaAéoel Tomkh depuaTikh avtidpaon. AEloAoyriote
KOL TQ OLOTATLKE TNG XPNOLomoLlolueYNnG Bdong.

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

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

References: [1], [14]

EmioApavon / Labelling

FaAakTwuoatonoldég aiolpry BP

Epyaotnplakr Baon - 6xt auean xopriynon

Moocétnta: _ Maptida:

Mapaokevdotnke: _ XpAon éwg:

AoBeviig / 86on / ouyvéTnTa:

®OAaEN:

©eppokpaoia yla To BUD auTtig Tng naptidag:

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

Emulsifying Ointment
Compounding base - not for direct administration
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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], [14]

final_decision / final_decision

TO MPOAMALTOVEVO TOV YOAAKTWHATOTOLO0 KNPOD KAAOTITETOL E PAPUAKOTIOLUAKS AVIOVIKO LALKO EYKEKPLUEVOL
TPOPNBELTH, ME amodekTA MpayUaTikA mapTida Kol avTiotolylon meog Tn obvBeon avaopdc. Aev amatte(tal va
avamnopaxel eowTePLkd 0 KNPOG yia va epapuooTel N povoypaeia. To éplo 180 NUEPWIV MAPAUEVEL YEVIKO LTIO
npobnoBéoelg dplo kat dev anoteAel netpapatiky otabepdtnta j BUD ovykekpluévng naptidag. H ta&wdéunon wg
KN vdaTkr Bdon attioAoyeitat and TNy akpLB abvBeon Kat TNV MOWOTNTA TWY LALKWY. H YaunAr aw Tou knpoo
6ev amnodelkvieL pdvn NG TR aw TNG TEAKAC aAolriG. EpapudleTal To CUVTOUOTEPO TEKUNPLWHEVO 6pLo,
OLUMEPAAUBAVOUEVOL TOL UTIOAELMOUEVOL BUD evowpaTwHEéVNG YAANVIKAG 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
180-day figure remains a conditional general ceiling, not experimental stability or an assigned batch BUD. Justify
nonaqueous-base classification from the exact composition and accepted material quality. Low wax aw alone is
not a measured aw result for the finished ointment. Apply the shortest supported limit, including the remaining
BUD of any compounded base.

References: [13], [15], [16], [17]

AveEAPTNTN EAANVLKA KOt ayYAKH andédoon/opydvwaon otolxelwy Tng avagepdpevng mnyng. Aev anoteAel enlonun petdgpaon fi €ykplon Touv
€kdOTN.

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