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FAIAGKTWHATOTIOLOC XAOLP KETOMAKPOYOANG

Cetomacrogol Emulsifying Ointment

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKat mpdéoRaocn otnv mnyn / Provenance and source access

BP: npoéAevon and ta napexdUeEVA aMooTAoPATA TNG avapepduevng €kdoong. H mpoéAsvon, n ékdoon Katl ta dpLa
TWY MOPEYXOUEVWY QATOCTIOOUATWY/BLBALOYPAPLKWY ava@opwy dlatnpolvtal. To ke{pevo elvat n mapexduevn Kat
avaBewpnpévn eyypaer Sikalias, éxt véa MApnG avadnuoaoievon Tov mpwToTUTNOL TNG MNYAG. NMpdoBacn oto

A PEC MPWTATLMO YIVETAL OTOV EMONUO €KEATN, HE TNV amattoOueVn ddeta fj cuvdpopr. Aev BnAWveTal 6TL
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.

Z0v0eon avagopadc / Reference formula
Bdon / Basis: 1000 g

ZvoTaTLKO / Ingredient MoooétnTta / Quantity

Aevkn BaleAivn 500 g
White soft paraffin

FAAQKTWHATOTOLOG KNPOG KETOUMAKPOYOANG BP 30049
Cetomacrogol emulsifying wax BP

Yypr napaeivn 200 g
Liquid paraffin

Mpoamaitovpeva / Prerequisites

CGR-BP-010 Cetomacrogol Emulsifying Wax

MNeprypa@n okevaopatog / Preparation description

Huwoteper Bdon: FAAQKTWHATONOLOG AAOLQr KETOMAKPOYOANG. MpdabeTa KpLTrpLa EN@dvionc 6ev
TEKUNPLWYOVTOL 0TO €E€Ta0BEY €LB8LKO Ke(pEVO.

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

References: [1]

Apaon kaiL xpAon / Action and use

dappakoTeXVIKA Bdon 1} €kdox0o yla TNV EVOWPATWON 0TV KATAAANAN napackevr. H oupBatétnTa pe kK&Oe
SpaoTikA XpeldleTal xwploTtd EAEy)oO.

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

References: [1]
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Mpobiaypagéc / Specifications
Fevikr] povoypaeia NULOTEPEWVY.
General topical semi-solid requirements.

References: [1]

®wg / Light

Agv mapéxeTal EL6IKA WTOOTABEPSTNTA TOL TEALKOU TPOIOVTOC. H amatToOUEVN QWTOMPOOTAC( TOV MEPLEKTN,
epboov opiCetal, avagépetal atn POAAEN.

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

References: [1]

Aépac kKat o€eidbwon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC 0TABEPATNTAC TOL TEALKOD HiypaTtog o0Te anaitnon adpavoldc atudéoealpac.
Tnpeitatl o mepLéKTNG TNG MNYAG.

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

References: [1]

Nepo kat SuaAvtotnTa / Water and solubility

Aeukn BaleAivn: n avtioton kabapr mpwtn VAN KaTd JP elval mMPaKTIKE abLdAvTn 0TO VEPD.
Yypr mapagivn: n avtiotowyn kabapr mpwtn VAN KaTtd JP elval mpakTIK& adldAvtn oto vePO.

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]

Yypaocia / Humidity

Agv SlveTatl aplBunTkd épLlo oxeTIKAG bypaciag yla To TeAkd okebaoua. AogedyovTtat daBpoxh MPWTWY LAWY
KL LETOPOPE CUUTMUKVWHETWY 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

AEV TEKUNPLWVETAL EMTPENTH BepUOoKpaaLlakr andkAlon fj KOKAOC KaTtdywuEnc/andéyugnc. OL Bepuokpacieg
MOPACKEVHC Kol QUAAENC 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 kait cupBatéTnTa / pH and compatibility

Agv op(Cetal eldlkd e0poC pH ToL TEALKOD OKELAOUOTOC. Agv TpooTiBeTal puBULOTAG pH XWPI(C TeEKUNPLWHEVN
aAAayr Tng obvBeonc.

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

References: [1]
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AAAec aAAnAemidpaoelg / Other interactions

Agv napéxetal TAAPNS S0k cuuBaTdTNTAC TOU UiyHaTOoG HE MpdobeTa dpaoTIKA 1 dLagopeTikd €kGoya. OL
LTIOKATAOTAOELG AMaLTOOY 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

Aevkr BageAivn: mpwTn OAN HE XapaKTNPELOUS SLOALTOTNTAC OTO VEPS «TMPAKTLKA adLldAvTn» Katd JP.
Yypr mopagivn: mpwtn VAN HE XOPAKTNPLOKS SLaALTOTNTAG 0TO VEPS «TPAKTIKE adldAvTn» KoTd 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.

References: [3], [4]

MpooTtacia epyalopévwy / Staff protection

KaBapr pakpuudvikn epyaoctnplakr evduvpaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPd. ANy YOV TLWY
pETE amnd empdAvvon/eBopd.

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

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

ExTtipnon kivdovov / Risk assessment

ZuykekpLuévn naptida avagopdc: 1000 g. MpwTto cvotatikd: Acvkr BaleAivn, 500 g. EAEyETe aveEdpTnTa TN
XNUIKA Hopor, TIG HoVAdECG Kal KABe KALUdKwaon mpwy and CoyLon.

QcC evdLapeTo, PEPEL ELBLAKPLTN TAVTATNTA KAl GLYKEVTPWON: 6ev dlaTiBeTal wg TEAKS @dpuako. H apaiwon A
npooBnikn 6pacTtikig analtel véo umoAoylopd ekdOXwWv, cuvtApnong kKat BUD. EAéyEte &TL kKGO eEapTwpevn Bdaon
€xel anodeoueLOEL.

Kataypdyte yla TNV TOMKA avdAuvon noodtnTa avd Napaokevr, ouxvéTnta £pyaciog, dLapKeLa avolkTol
XELPLOMOD, TBAVEG 06006 €KBEONG KL AMOTEAECUATIKOTNTA TWY HETPWY eAEYX0L. AuTd elval atowela elgédov
NG agloAdynong: 6ev amodibeTal MPooXNUATIKAC TEALKOG BaBUSC KlvdOvou.

©epuLkd aTAdl0 TNG oLyKeKPLPEVNG Sladikaalag: eAEYETE OepUOPETPO, TPOTIO BEPUAVONG, XPOVLKH BLdpKeLd Kot
anopuyr unepBEpuavonG/anwAelag dtaAdTn. To TEAog avduEng dev TavtiCeTal pe TEKUNPLWHPEVN YOEN A A PN
opoyevormoinan.

Znuelo eAéyyxou amnodéapevonG: EAEYETE CUOOWHATWHUATA, KPUOTEAAOUG, TOTILKEG SLAPOPEG LG KAl EAEDBEPO
LYPO HETE TNV 0AOKARPWON TNG HEBSBOL. KataypdyTte yewueTpla avauEng, uéyeboc napTtidag Kol MPAYHATIKEG
BePUOKPAOIEG: HETAPOPA apLlOUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Looduvauia.

MepLéxel KNTOOTEAPULALKH 1] KNTUALKH) aAKOOAN: umopel va MPokaA€oeL TomKY depuaTikr avtidpaon. A§Loloyriote
KOl TA OLOTATLKA TNG XPNOlHomnolovevng Bdong.

Reference batch: 1000 g. First ingredient: White soft paraffin, 500 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
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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: [1], [8], [10], [12]

ZuvOnkec mapaokevng / Compounding conditions

Mpw amnd avduEn: Tavtonolnon XNUIKAG HopeA¢ Kal mapTidag kABe cuoTATIKOD, KaTaypaer BEWpPNTIKWY
TMOCOTATWY Kal £AgyX0G KaBapldtnTtag Tov e§omAlopol. Ot Beppokpaaieg kat n oelpd npoadrikng elval auTéG TNG
nopakdTw 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], [5]

Texkpnpiwon BUD / BUD rationale

Agv evTom{OTNKE €LOLIKA MELPAUATIKE SLAPKELX TTOL va KAAUTITEL OAGKANPN TNV akpPLBr) oOVOean, TOV MEPLEKTN KAl
TN PLKPORLOAOYLKH KATAAANASTNTA.

EmAeyHEVOC YEVIKOG Kavovag: €wg 180 nuépec otoug 20-25 °C yia atepen 1§ Un LOATIKA PN MOOLUN Hoper], LE
TEKPUNPLWHEVN aw <0,6. H apyikh mowdtnta/vypaoia, n mpootacia and e(codo vepold Kat N Lok KaTaAANASTNTA
npénel va vrootnpi{Couv avutr TNV Katnyopla.

Huepounvia xpriong = n evwpitepn emtpenth nuepounvia and noapackevr + emAeyUévn dldpkela, AREELC MPWTWY
LAV KoL TUXOVY CLVTOUSTEPO TEKUNPLWHEVO OpLo. O Xpdvog PETA To dvolypa 6ev napaTteivel To cuvoAlkd BUD. H
TEAKH NUEPOUNVIO CUPTANPWVETAL YLA TN OLYKEKPLUEVN AP T{OA HETA TOUC EAEYXOULG.

0O yevIKOG Kavovag anoTeAel ouvtnENTKS OpLlo eMAOYAC Kol OXL MELpapaTIK anddelEn otabepdTnNTAC TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAK oOVBean, TN OLVTAPNON KOl TLG EMTPENOUEVECG BEpoKpaoiec. H
T aw 8gv mMPoKOMTEL And TO MOCOATO VEPOL H TNV AMWAELX KATA TNV §Apavon. MNa tekunpiwaon xpnotlonotiote
SOP-014 kot F-006- yia €16ikrj aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yia k&dbe un otelpa napaockevr. H katnyopla pnopel va tekunpLwoel
and TNV akpLBr oOvBeon Kal KATAAANAQ QVTUTPOCWTELTIKA Mapadelypata: 6tav n ocbvbeon slivat aBéBain
oplakh, mpoTidTal 6K HETPNOoN HE KATAAANAN HéEB0BO. ZTNV apoloa €kdoan Hev LTIAPYEL HETPNMEVN aw OUTE
anodeopevpévn mopTida. H Sldpkela ToL TEALKOD OKELAOUATOC KATA Kavéva dev vepBaivel To evamouévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evdlapéowv. EEaipean xpetdletal eIk attioAdynon 4tL dev
ennpedfetal SBLOPEVWCS N PLOLKH, XNMLKA 1} HikpoBLloAoylkr motdTnTa. KataypdyTte XwpeLoTd TeAkS 6plo,
NUEPOUNVIX MAPAOKELHG TWY EVOLAPETWY KAl TIPAYHATIKA nuepounvia ARENG TOLG.

No specific experimental period was located covering the complete exact formulation, container and
microbiological suitability.

Selected general rule: up to 180 days at 20-25 °C for a solid or nonaqueous nonoral-liquid form with supported aw
<0.6. Initial quality/moisture, exclusion of water ingress and physical suitability must support this category.
Use-by date = the earliest allowed date from preparation plus selected period, ingredient expiries and any shorter
supported limit. In-use dating never extends overall BUD. Complete the actual date for the batch after the
required checks.

A default is a conservative dating limit, not experimental proof of batch stability. Its category depends on final
composition, preservation and permitted temperatures. Water percentage or loss on drying does not determine
aw. Document using SOP-014/F-006; use SOP-017/F-012 for specific aw evidence.

USP clarification: aw measurement is not required for every nonsterile preparation. Category assignment may use
the exact composition and relevant representative examples; an uncertain or borderline formulation is best
assessed by a suitable specific measurement. This edition contains no measured aw or released batch. The final
preparation generally must not outlast the remaining BUD of its compounded bases/intermediates. An exception
requires specific justification that physical, chemical and microbiological quality is not adversely affected. Record
the final limit, intermediate preparation dates and their actual expiry dates separately.

References: [11], [7], [9], [11]
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Mpoamairtovpeva / Prerequisites
Cetomacrogol Emulsifying Wax: CGR-BP-010
Cetomacrogol Emulsifying Wax: CGR-BP-010

References: [1]

EEomAlopoGg / Equipment

Zuyo6¢ KaTtdAANANG eAdxLotng C0ylong, youdi/omepog i opoyevonolnthg, doxela avdulgEng, ondTtovAeg,
BepudueTpo dtav vndpyxel O€puavaon, dpyava oyKopETPNONG yla moodtTnTeG 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 CLOTATIKA Kal avadeboTe HEXPL MARPOLG WOENG.
Melt the ingredients together and stir until cold.

References: [1]

Napatnpnoclg / Observations

H teAkr] noodtnta lval n Baon touv nivaka gbvBeonc. KataypdgovTal mpaydaTikh anddoaon, Tuxdv amWAELEC KOl
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

EmtAdoyn ywa tomkr a&loAdynon: oteyavd cwAnvdplo f) doxelo NULOTEPEWY PE KATAAANAN enévbuan. Mpw amnd
MAAPWON EAEYYXOVTAL KABAPLOTNTA, AKEPALOTNTA, OTEYAVOTNTA KAl CUMBATOTNTA LALKOU/MWHATOC. H €8LKA
Hovoypoia 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

H €161k povoypagia 6gv 6ivel xwpLloTd mocoTikd MPoaodloplopnd. EAEYETE TNV TALTOTNTA/MOLOTNTA MPWTWY LAWY
KOL TIG YEVIKEC QAPUOKOTOUAKESG AMALTATELG TNC OLYKEKPLUEVNC HOPPrG TIOL TTOPAMEUTEL N TINYH.

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

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: [1], [10]
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®0Aagn / Storage

Ma dtdpkeLa mov anodidetal and yevikd kavéva, epapudletal ALV n Bepuokpacia TNG EMAEYHEVNG
Katnyoplag oto nedio BUD. H mnyr 6&v TekUNplwvel avbaipetec aAAayéc 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]

A1aOeon / Dispensing

Evbldueon Bdon ywa epyaotnplakh xprion. H evowpdtwaon 6pactiki¢ anattel véo éAeyyxo abvBeonc, pH,
ouvtpnong kat BUD tou teAlkol mpoidévTog.

MepLéxel KNTOOTEAPLALKA 1 KNTLUALKH aAKOOAN- prmopel va mpokaA€éoel Tomkr depuaTik avtidpaon. A§loloyrote
KOL T® OLOTATLKE TNG XPNOLomolobueYNG 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: [11], [12]

Enmionpavon / Labelling

FTOAQKTWHATOTOLOG aQAOLPr KETOUAKPOYOANG

Epyaotnpiakn Baon - dxt dueon xopriynon

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AobBevric / 6éan / ouyvéTnTa:

®OAaEN:

©epuokpaoia yia To BUD autAg TtnG naptidag:

MepLéxel KNTOOTEAPULALKA 1] KNTLUALKH) AAKOOAN: prmopel va mPokaAEoeL Tomkr depuaTikr avtidpaaon. A§loloyrjote
KOL T® OLOTATLKE TNG XPNOLonoLlobuevNnG Bdong.

Cetomacrogol Emulsifying Ointment
Compounding base - not for direct administration

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], [12]

v9_controls / v9_controls

To aplBunTiké 6plo oto apyeio elvat pévo 6plo BLBALOYPAPLKAC avapopdc UTO TIC £LBLKEG TPODTOBETELC. Agv €YEL
oplotel BUD npayuaTtikAg maptidag kat dev £xouvv nmapayOel petprioelg aw. H akplBric obvBeon, ta
TPOAMALTOVHEVQ, 0 TIEPLEKTNG, N POAAEN KAl T oTolxela eAEyYOUL TIPETEL VO EYKPLOOUY YL TN OLUYKEKPLUEVN
epappoyr. H €vap&n tou vmoAoylopol BUD eival n €vapén tng napaokevg. Epapudletal To GUYTONSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO €Aeyy0 BLdpKELaC HETA TO Avolypa. Ta dpla USP elval Texviké mAaiolo Kat dev
napovoldfovtal WG eEAANVIKY vouobeaia.
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The numeric value is a literature reference ceiling subject to its specific conditions. No actual batch BUD has been
assigned and no aw measurements have been produced. The exact formula, prerequisites, container, storage and
quality evidence require approval for the actual application. The BUD clock starts when compounding begins. Use
the shortest applicable supported limit and assess in-use dating separately. USP categories are a technical
framework and are not presented as Greek legislation.

AveEAPTNTN EAANVLKH Kol ayyALKH amnédoon/opydvwon oTolXelwv TG avapepduevng 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 koL mapanopunég / Sources and references

[1] British Pharmacopoeia 2016 - Cetomacrogol 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/

[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: 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

[4] 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

[5] 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

[6] 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
[71 llinois 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
[8] 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
[9] 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
[10] 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
[11] 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
[12] 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 |
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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
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