compounding.gr | 10.0 | 2026-10-14

CGR-ES-069 | 10.0

MevOoAouvyoc BaleAivn 1% PO031
Menthol petrolatum 1% PO031

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKat mpdéoRaocn otnv mnyn / Provenance and source access

H npoéAevon, n €k6oon Kol Ta dpLa TWY MAPEXOUEVWY QAMOCTIACUATWY/BLRALOYPAPLKWY avapopwyv dlatnpoldvTal.
To ke{pevo glval n mapexduevn Kat avabewpnuévn eyypaen Sikalias, éxL véa mARpNG avadnuoaievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4abeta fj ouvdpopr. Agv SNAWVETAL OTL EKKPEUEC alTnua emavdypnong €xeL eyKpLOel.

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: 100 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Pakeukr nevbdAn 19
Racemic menthol

A€LKN poAakr mapagivn g.s.ad 100 g
White soft paraffin

MNeprypag@n okevaopatog / Preparation description
ITIATVA Acukr] Autapr aAoler] UE oour HeEVBOANG.

Glossy white greasy ointment with menthol odour.

References: [1]

Apdaon kaL xpRon / Action and use
AVTIKVNOUWOEG KAl TIPOOTATEVTIKG BEPUATOC KATA TNV MNYH.

Antipruritic and skin protectant according to the source.

References: [1]

Mpobiaypagéc / Specifications
ZTIATIVA Acukr] Autapr aAoler] Ue oour HeEVBOANG.

Glossy white greasy ointment with menthol odour.

References: [1]

®wg / Light

lNa to TeAkd okebaopa n nnyn opiCeL:
AdLaQavEG BATo 1} HETAAALKS cwAnvdplo, mpootacia and ewg/vypaoia, <25°C.
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For the finished product the source specifies:
Opaque jar or metal tube, protect from light/moisture, <25°C.

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTABEPOTNTAC TOL TEALKOD HiypaTog o0Te anaitnon adpavolg aTtudéoealpac.
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]

Nepo kat dtaAvTtéTnTa / Water and solubility

MevBOAN: mpakTIK& adldAvtn o€ vepd, evdLldAvTn o Atmapd éAala Kat vypr apaeivn, MOAD Alyo SlaAvTH oTn
YAUKEPOAN.
Agvkn poAakr apagivn: n avtiotown kabaph mPWTN VAN KaTd JP elvat mpakTikd adldAvtn aTo vePS.

Menthol: practically insoluble in water, readily soluble in fixed oils and liquid paraffin, very slightly soluble in
glycerol.
White Petrolatum: JP classifies the corresponding pure raw material as practically insoluble in water.

References: [2], [5]

Yypaoia / Humidity

Mo to TeAkd okebaoua N mnyr opiCeL:
AdLapavég BACo A HETaAALKS cwAnvdplo, mpootacia and ewc/vypaoia, <25°C.

For the finished product the source specifies:
Opaque jar or metal tube, protect from light/moisture, <25°C.

References: [1]

Oeppokpacia / Temperature

MNa to TeAkd okebaopa n nnyn opiCeL:

AdLaQavEG BATo 1} HETAAALKS cwAnvdplo, mpootacia and ewg/vypaoia, <25°C.

Pakeutk nevBoAn: onueio THENG nepinov 34 °C. H mAnpogopia apopd tnv mpwtn OAN KoLl Tn pevotonoincr Ttng
KaTd Tov XELPLOUO.

For the finished product the source specifies:
Opaque jar or metal tube, protect from light/moisture, <25°C.
Racemic menthol melts at approximately 34 °C; this is a raw-material processing characteristic.

References: [11], [2]

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]

AAAec aAAnAemidpaoelg / Other interactions
MevBOAN: e0TNKTA PiypaTo PE KAUQOop&/OupdAn: acupuBaTtédTNTA LE LoXLPE 0EELDWTLKA.

Menthol forms eutectic mixtures with camphor/thymol; incompatible with strong oxidants.
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References: [2]

Elbika otowxeia ovotatikwy / Ingredient-specific information
Agvkn poAakr apaeivn: mPwTn OAN HE XAPAKTNPLOHS SLaALTOTNTAG OTO VEPS «TIPAKTIKA adldAuTtn» Katd JP.
White Petrolatum: raw-material water solubility is classified as practically insoluble by JP.

References: [5]

MpooTtacia epyalopévwy / Staff protection

MevBOAN: mpooTtaoia 0POBAAUWY KL amoQLYH EMOQAG/ELOTIVONC OKOVNG.
Kabapr HoKpLUPAVIKN EpyaoTnplakr evdupaoia, KEAALYN HAAALWY KL YAVTLO KATA TOV XELPLOUS. AANAQYH YOVTLWV
META amnd emudAvvaon/ebopd.

Menthol: eye protection and prevention of contact/dust inhalation.
Clean long-sleeved laboratory clothing, hair covering and gloves during handling; change gloves after
contamination or damage.

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

EKTipnon kKivéovovu / Risk assessment

MevBOAN: amopelyeTal EMAPA HE PLVIKOOC BAEVVOYOVOLG HIKPWVY TIALOLWIV: €X0oLv avapepBel Aapuyylkdg onaoudc
Kal KATAPPELON O MALBLA KATW TWY 2 £TWVY. AMOPLYH AVOLKTWY TPAVHATWY Kot BAevwoydvwY.

ZuykekpLuévn mopTida avagopds: 100 g. Mpwto ovotaTtikd: Pakeutkr HEVOOAN, 1 g. EAEyETe avegdpTnTa TN
XNUIKA Hopor, TIG HoVAdECG Kal KABEe KALUdKwaon mpwy and CoyLon.

EAéyETe opoldpopen dlaomopd TNG SPACTLKIAG KoL AMoVo{d CLUOCWHATWHATWY LHETA TNV YOEN. YiepBEpavan,
eloaywyn vepoL fj aAAayr Bdong HeTaBAAAOLY TO TMPOPIA TNC MAPACKEVAC: KATAYPAYTE MpayuaTik andédoon Kat
QTMWAELEC HETAPOPAC.

KataypdyTe yla TNV TOMKA avdAuon moodTnTa avd napaokevr, ouxvotTnTa epyaoiag, dtdpkela avolkTtol
XELPLOMOD, TBAVEG 00006 €KBEaNG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYX0L. AuTd elval atolela elaédov
NG agloAdynaong: 6ev anodidetal MPooXNUATIKAC TEALKOG BaBUdC KlvdOvou.

Znuelo eAéyyou amodéopevons: EAEYETE CLOOWUATWUATA, KPLOTAAAOLC, TOTILKEG BLAYPOPEC LPMC KaLl EAEDBEPO
LYPO HETE TNV OAOKARPWON TNG HEBGDOL. KaTtaypdyTte yewUeTpla avauEng, uéyebog mapTidac KAl MPAYUATIKEG
Beppokpaoiec: peTa@opd aplBpol oTPoPWY 08 GAAAO aVaULKTAPA 6ev amodelkvOeL Looduvauia.

Menthol: prevent contact with nasal mucosa in small children; laryngeal spasm and collapse have been reported
below age 2. Avoid open wounds and mucosa.

Reference batch: 100 g. First ingredient: Racemic menthol, 1 g. Independently check chemical form, units and
every scale conversion before weighing.

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.

References: [1], [2], [10], [12]

ZuvOnkec mapaockevnG / Compounding conditions

To avtioTtolyo PN AEMPS opi(Cel Beppokpacia xwpouv 25 + 5°C Kat oxeTKA vypaoia =60%, eKTOG av n €L6LKA
@épuovAa amnattel dAAa. Mpdkettal yia mepBaAAov epyaoiag, Oyt yia Beppokpacia B€puavong f eUAAENG.
TnpolvTal n oelpd mpoabrkng, n Bepuokpacia kat ot xpdvol nmov avaeépovtal otn Aladikaoia Mapaokevic. H
€161k} povoypagia dev anoteAel MARPN HEAETN KATOAANAGTNTAG TOL TOMKOD XWPOUL/EEOMALGHOD.
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The corresponding AEMPS SOP specifies room temperature 25 = 5°C and relative humidity =60%, unless the
particular formula requires otherwise. This is the work environment, not processing or storage temperature.
Follow the addition sequence, temperatures and times stated under Preparation Procedure. The specific
monograph is not a complete qualification of the local facility/equipment.

References: [11], [4]

Tekpnpiwon BUD / BUD rationale

Aldpkela otnv nnyr: 3 HAVEG LTO TIC OLVBRKEC TNG MNYAC.

H dudpketa avth elvat odnyla Tng ouykekpLuévng papuakomnolag/mnyng. Ztov mopdvta £Aeyxo dev emaAnbedTnKe
A PNG MIPWTOYEVAG LEAETN TIOL VA TEKUNPLWVEL TAVTOXPOVA XNHLKH, PUOLKHA KAl ULKPOBLOAOYLKH EMEKTACN TNG
(dlag TeAkig obvBeong.

EmAeyEVOG YEVIKOG Kavovag: éwg 180 nuépeg atoug 20-25 °C yla otepen | 1IN LOATIKA PN MOOLUN HoPYH, UE
TEKUNPLWHEVN aw <0,6. H apxikh moldtnta/vypaoia, n mpootacia and e(codo vepol Kat N eLOLKA KATAAANASTNTA
npénel va vmootnp{Couv avtr TNV Katnyopla.

To 6pLo BLBALOYPAPLKAG ava@opd TnG napovoag £€kdoong elvat n cuvToudTePN HETAED TNG MapaTdvw dLdpKeLaG
mNYAG Kat Tou yevkoL oplov. MNa napdtaon anatte{tal TekunEiwaon mov KAAOTTEL
5paoTIKA/EKBOXO/MEPLEKTIKATNTA, MEPLEKTN, OepuoKkpaaia, HEO0B0 eVOELKTIKY OTABEPSTNTAC KAL, Yla LOATLKN
EMEKTAON, TNV AMOLTOOMEVN HIKpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia a&looyeital
XWPLoTAE 010 MAAPEG KE(PHEVS TNG.

Huepounvia xpriong = n evwpitepn emtpenth NUepounvia and napaokevr + emAeyUévn dldpkela, AREELC TPWTWY
LAWY Kal TUYXEY CLUVTOUOTEPO TEKUNPLWHEVO 6pLo. O xpdvog HeTA To dvolypa dev mapateivel To ouvoAkd BUD. H
TEAKH NUEPOUNVI{O CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP T{BA HETA TOUG EAEYXOULG.

O yevikdG kavédvag anoteAel ouvTNPENTLIKS dpLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTidac. H katnyopia ovuvdéeTal ye TNV TEAKA oOVOEON, TN guVTAPNON KAl TG EMTPENOUEVEG BEpUokpaaieg. H
T aw 6gv mMpokLTTEL and To MocoaTéd vEPOL N TNV anMWAeLx KaTtd TNV EApavon. MNa tekunpiwon xpnoluonotjote
SOP-014 kat F-006- ywa €161kr) aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw og k&Be un otelpo napackedaopa. H tekpunplwpévn tagwéunon tng
OLYKEKPLPEVNG a0vBeang umnopel va xpnotpomnole{tal wg 0dnydc: kataypdeeTal pntd we ekTiunon Kat éxL we
pétpnon. Auei{BoAn | oplakr Tagwéunon anattel €6Lkd TEKPAPLO A KATAAANAN H€TPNoN. H nuepounvia TeALKoOO
oKkeLAopaToC 6ev vmepPBaivel Tn SlaBéoiun NUEpounvia Twy BN MUPACKEVATUEVWY CLOTATIKWY/BACEWY, EKTOC Qv
€xeL voBeTnOel emapkAc 16K TeEKUNPlwon yla TNV akpLBr TeAKA obvBeaon.

Al6pBwaon aplBunTtikoL oplovu PNTPWOUL: €W 89 NUEPEC WG oLVYTNPENTLKO OpLo avaPopdc, TPV and Tuxov
ouvtoudtepeg Afgelg/nuepopunvieg Bdoswv. MNa tn petatponr Tng napovoag £€kdoang xpnaotuonoodvtol 28
NUépec avd 1 nuepoAoylakd piva Kot 89 nuépeg avd 3 nuePoAoyLakolC NAVEG: oL EBBoNAdeC peTaTpénovTal o 7
NUépec. OL MpwTéTUTEC HOVABEC TNG MNYAC SlatnpolvTal. MPOKELTAL YA GUVTAKTLKE MOALTIKH METATPOMAG, OXL
yla véo anoTtéAeoua otabepdTnTaC 1 ALTOHUATN amodéaevan.

Period reported by source: 3 months under the source conditions.

This duration is a specific formulary/source instruction. This review did not verify a complete primary study
establishing chemical, physical and microbiological extension for the same finished formulation.

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.

The reference-policy ceiling in this edition is the shorter of the source period above and the general ceiling.
Extension needs matching active/excipients/strength, container, temperature, a stability-indicating method and
the required microbiological evidence for aqueous extension. An applicable official USP-NF compounded
monograph is assessed separately in its complete text.

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 does not require water-activity measurement for every nonsterile preparation. A justified classification of the
actual formulation may guide dating; record it explicitly as inferred, not measured. Uncertain or borderline
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classification requires specific evidence or a suitable measurement. Finished-product dating does not outlast the
available dating of previously compounded components/bases unless adequate specific evidence for the exact
finished preparation has been formally adopted.

Register correction: at most 89 days as a conservative reference cap before any shorter expiry/component date.
This edition converts one calendar month to 28 days and three calendar months to 89 days; weeks are converted
to seven days. Original source units are retained. This is an editorial conversion policy, not a new stability result or
automatic release.

References: [1], [8], [9], [11], [13]

Mpoamaitovpeva / Prerequisites

Aev anatteltal xwploth Bdon pe KwdKS uNTPWOoL. Tuxdy EUMOPLKS OYNUA TTHPAUEVEL TO AKPLBEC KATOVOUATOUEVO
npotév tou nivaka.

No separately registered base is required. Any commercial vehicle remains the exact named product in the
formula table.

References: [1]

EEomAlonog / Equipment

Zuyo6G KaTdAANANG eAdxLoTngG 0ylong, 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
AeloTtpLBoTe PEVOOAN Kal EVOWHATWOTE aTn BadeAivn, epyagduevol pe OMeEPo PEXPL A PN opoldpopen dlaomopd.
Triturate menthol and incorporate into petrolatum with a pestle until fully uniform.

References: [11], [4]

Napatnpnoelg / Observations

H teAwkn noodtnta eivatl n Bdon touv nivaka abvBeong. Kataypdgovtal mpaypatiky anddoon, TuXOv amWAELEG KoL
anokA{oELG 0TO QUANO EKTEAEDNG.

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

References: [1]

MNeplékTNG KaL ovokevaoia / Container and packaging
AbLapavéc BATo A HETAAALKS cwAnvdpLo, mpootacia and ewc/vypaoia, <25°C.
Opaque jar or metal tube, protect from light/moisture, <25°C.

References: [1]

MowoTikOG éAeyxoG / Quality control

ZTIATVA ALK Autapr] aAoter] UE oour HEVOSANG.

H néBobog, To 6pLo amodoyxnc, N MPAYHATIKA TIUH Kal 0 EAEYKTAC KaTtaypdeovTal xwplotd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavdAnyn eAéyxwv xpeldleTal
attoAdynon.

Glossy white greasy ointment with menthol odour.
Record the method, acceptance criterion, actual result and reviewer separately in F-005. A critical specification
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failure requires quarantine and investigation under SOP-015; retesting needs justification.

References: [1], [12]

®0Aa&n / Storage
AdLagavéc BaZo ) peTaAAkd ocwAnvdplo, mpootacia and gwc/vypaaoia, <25°C.
Opaque jar or metal tube, protect from light/moisture, <25°C.

References: [1]

AwaOeon / Dispensing

OxL KATW TWY 2 £€TWVY, oTtN HOTN | KOVTA TNG, 0€ avolkTd Tpaduata/BAevvoydvoug 1 oEelec/umoEeiec
QAEYHOVWOELG DdEpUOTONMAOELEG.

YnoAe{ppata HOAAKTIKOD 0€ polXa, EMBETUOVC | KALVOOKETAOHATA EMTAXOVOLY TNV AVAPAEEN LPAOUATOC.
Anouyr Kamnv{opatog Katl YOuvig eAdyag Katd tn xperon.

Not under 2 years, in/near the nose, on open wounds/mucosa or acute/subacute inflammatory dermatoses.
Emollient residues on clothing, dressings or bedding accelerate fabric ignition. Avoid smoking and naked flames
during use.

References: [11], [7]

EmioApavon / Labelling

MevBoAolyog BaleAivn 1% PO031

EEwTepkn xprion

MNoodétnta: _ Moaptido:

Moapaokevdotnke:  XpAon €wg:

AcBeviig / 66on / ouxvéTnTO:

®OAaEN: AdLagavég BACo ) peTaAALkS dwAnvapLlo, mpootacia and ewc/vypacia, <25°C.
©eppokpaoia yla To BUD autAg tng naptidag:

Menthol petrolatum 1% PO031

External use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: Opaque jar or metal tube, protect from light/moisture, <25°C.
Temperature for this batch BUD: __

References: [1]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €xEL
optotel BUD mpayuaTikAg mopTidag katl 6ev éyxouv napaydel petprioelc aw. H akplBrig obvbeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TPEMEL val EYKPLOODVY Yyl TN CUYKEKPLUEVN
epappoyn. H évap&n tou vrmoAoylopol BUD eival n évapEn tng napaokevic. Epapudletal To CLVTOUOTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO0 BldpKelag HETA TO dvolyua. Ta dplta USP gival texvikd mAaiolo kot dev
napovoldfovtal wG eAANVIKY vouobeaia.

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 EAANVLKA KOt ayYAKH andédoon/opydvwaon otolxelwy TnG avagepdpevng mNyng. Aev anoteAel enlonun petdgpaon fi €ykpLon Touv
€kdOTN.
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Independent Greek/English adaptation and organisation of facts from the cited source. This is not an official translation or publisher
endorsement.

Mnyéc ka1 mapanopunég / Sources and references

[1] FN/2003/PO/031 VASELINA MENTOLADA

FN/2003 * nAektpovikd kelpevo pe NIPO 2020/2022 / electronic text with NIPO 2020/2022 | PDF pp. 2-3 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_031.pdf

[2] FN/2003/PA/021 MENTOL RACEMICO

Awabéoipo kelpevo / 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_021.pdf

[3] 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
[4] PN/L/FF/006/00 ELABORACION DE POMADAS

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-6 | preparation sop | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuti
cas/pn_|_ff_006_00.pdf

[5]1 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

[6]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

[7] MHRA - Emollients and risk of severe and fatal burns: new resources available

26 August 2020; updated 20 May 2021 | Fabric contamination and fire risk | clinical safety | 2026-09-12
https://www.gov.uk/drug-safety-update/emollients-and-risk-of-severe-and-fatal-burns-new-resources-available

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