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AldAvpa YAWPOEVLAEVOANG 5% w/v

Chloroxylenol Solution

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 mL

ZvoTaTLKO / Ingredient MoooétnTta / Quantity

XAWPOELAEVOAN 509
Chloroxylenol

Y6poEe(blo kaAlov 13.69
Potassium hydroxide

EAaiké oEL 7.5 mL
Oleic acid
MapBévo kaoTopéAaLlo 639

Virgin castor oil

TepmvedAn 100 mL
Terpineol
ABavoAn 96% v/v 200 mL

Ethanol 96% v/v

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

MNeprypag@n okevaopatog / Preparation description

AgppaTikd dLdAvpa: AldAvpa XYAWPOELAEVOANG 5% w/v. MpdodeTa KPLTAPLA ELPAVIONG BEV TEKUNPLWVOVTAL OTO
€€eTa00€v €161KO6 Keluevo.

Cutaneous solution: Chloroxylenol Solution. Additional appearance criteria are not established by the specific text
reviewed.

References: [1]
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Apaon kat xpAon / Action and use
AvTionmnTikd oOUQPWYVA PE TNV LOTOPLKH Hovoypapia.
Antiseptic according to the historical monograph.

References: [1]

Mpobiaypagéc / Specifications
XAWPOEVLAEVOAN 4,75-5,25% w/v: atBavOoAn 16-21% v/v.
Chloroxylenol 4.75-5.25% w/v; ethanol 16-21% v/v.

References: [1]

®wg / Light
NopBévo kaaTopéAato: npootaacia and Qwc.

Protect virgin castor oil from light.

References: [2]

Aépac kaL o&eidbwaon / Air and oxidation
KaotopéAato: mbavr o&eldwTIk TAYYLON.

Castor oil can undergo oxidative rancidity.

References: [2]

Nepo kat SuaAvtoTtnTa / Water and solubility

Agv dlveTal mOoooTLKS 6pLo LEPOAVTLKAG OTABEPATNTAG TNG OLYKEKPLUEVNG o0vBeaNnG. H mogdTnTa Kat moldtnTa
vepoD Hev peTaBaAAeTal and Tn cuvtayh.

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

References: [1]

Yypaoia / Humidity

Agv dlveTal apBUNTIKG 6pLo OXETIKAG LYPAO(aC Yo TO TEALKS okeDaagua. AnoeebyovTtal dlaBpoxh MPWTWY LAWY
KL HETAPOPA CUUMUKVWHATWY OTOV MEPLEKTN.

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

References: [1]

Oeppokpacia / Temperature

Mpwtn 0AN apBEvoL KaoTopéAatov: =25°C katd PA031. H Beppokpacia napaockevrc kabBopl{leTal xwploTd amnd
Tn ovvtayn.

Virgin castor oil raw material: =25°C in PA031. The formula separately specifies processing temperature.

References: [2]

pH kat cvpBatoéotTnta / pH and compatibility

Aegv opi(letal 161kd €0pog pH ToL TEALKOV OKeLAOHATOG. Agv TpoaTiBeTal pLBULOTAG PH XWpPI{C TEKUNPLWHEVN
aAAayr TnG obvBeanc.

No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.
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References: [1]

AAAec aAAnAenibpaoclg / Other interactions
ALOavOAN: aoLUBATOTNTA LE LOXUPE OEELOWTLKA.
Ethanol is incompatible with strong oxidants.

References: [3]

EwbiIkd otolxeia ovotatikwyv / Ingredient-specific information

Tavtonoinon kat Bdon ¢Oyong:

* XAwpo&LAevéAn: 50 g.

¢ Y6p0oEe(bLo kaAlov: 13.6 g.

e EAaiké 0ED: 7.5 mL.

Ol SNAWUEVEG HOPPEG/MOLOTNTEG avrikouvy aTNY akpLBr cbvBeon tTng MNyNAG.

Identity and weighing basis:

¢ Chloroxylenol: 50 g.

* Potassium hydroxide: 13.6 g.

* Oleic acid: 7.5 mL.

The specified chemical forms/grades belong to the exact source formula.

References: [1]

NMpootacia epyalopévwy / Staff protection

Kabapr HoKpLuPAvIKn epyaoTnplakr evdupaoia, KEAAvYn HAAALWY KOl YAVTLa KaTd Tov XELPLoUd. AAAQYH YOVTLWV
META amd emudAvvon/ebopd.

Xelploteite tn COyLoN Kot AstotpiBnon oe xwpo/dldtagn nov neplopifel daomopd Koviwy, pe mpooTacia
0QOAAUWY- 0 TUTIOG AVATVELOTIKAG TIpooTaciag kaBop(letal and tTn ocLyYKeKPLUEVN €KBEDN.

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: [1], [4], [5]

EKTipnon kKwvdéovovu / Risk assessment

ALBavOAN: eD@AEKTOL aTHO( amopdkpuvon MNYWY avdPAEENG Kol KATAAANAOG agpLoMdG. H TEALKA Tagvdunon
egapTtdTal and ovykévtpwon/ulyua.

ZuyKeKpLuévn mapTida avagopdc: 1000 mL. MpwTo cuoTaTiKG: XAWPOELAEVOAN, 50 g. EAEyETe aveEdpTnTa TN
XNULKA HOP®H, TG HOVADEC Kal K&Be KALMAKwon Tipv and Joylon.

EAEYETE 6TL N XNUKA poper Kat n B&on ouykEvTpwang m/m, m/V 1} V/V oupewvolv Pe Ttov mivaka. Mnv §LOWVETE
g kat mL xwplc Tekpunplwpévn nukvédtnTa. EAEYETE BLadyELlo/KPLOTAAAWON KAl TNV akPLPBr) 066 eQapuoyriG.
KataypdyTe yia TNV Tomkr avdAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKela avolkTol
XELPLOMOD, MBAVEC 0600¢G €KBEONG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEy)OoL. AuTd elval atolyela elgédouv
NG aloAdynong: 6ev amnodibetal mMPooYNUATIKOG TEAKOC BaBUdC KLwbOvou.

MTNTkdG SLAAVTNG TNG OLYKEKPLUEVNG POPHOLAQG: ALBavOAn 96% v/v 200 mL. AMOUaKPOVETE TINYEG AVAPAEENC,
neplopiote aTHOOG Kot avolkTh eE&TuLon. EAEyETe ovpBatdéTnTa €§agplopnol, NAEKTPLKOD €EOTALOMOD KOl
TMEPLEKTN ME TOV OLYKEKPLHEVO BLAADTN.

Znuelo eAéyyou amnodéopevong: emPBeBatwote TeAkd dyko 1 udla otn Beppokpacia avagopdc, dladyela A
nmpoBAenOueYN dlaoopd Kal CLHEWVIX TEPLEKTN/MWUATOC LE TN ouvTayr. Ma OYKOUETPLKY avaywyr Unv
eElowveTe g gE ML xwpl(G TeEKuNPLwPEvn ukvédTNTA.

Ethanol: flammable vapour; control ignition sources and provide suitable ventilation. Final classification depends
on concentration/mixture.
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Reference batch: 1000 mL. First ingredient: Chloroxylenol, 50 g. Independently check chemical form, units and
every scale conversion before weighing.

Verify chemical form and the w/w, w/v or v/v concentration basis against the formula. Do not equate g and mL
without supported density. Check clarity/crystallisation and exact application route.

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.

Volatile solvent in this formula: Ethanol 96% v/v 200 mL. Exclude ignition sources and minimise vapours/open
evaporation. Check ventilation, electrical equipment and container compatibility with the specific solvent.
Release checkpoint: confirm final volume or mass at the reference temperature, intended clarity or dispersion,
and specified container/closure. Do not equate grams and millilitres without a justified density.

References: [1], [2], [3], [4], [5], [9], [11]

ZuvOnkec mapaockevng / Compounding conditions

Mpw and avdulgn: Tavtonoinon xNULKAG HOPeAC Kol apTidag kABe cuaTaTIKOD, KaTaypaPr] BEWPNTIKWY
MOCOTATWY KAt EAEYX0GC KaBapldTNTAC TOu EEOMALOUOD. OL BEpUOKPaOleEG Kal N oelpd MPoodrKNg elval ALTEC TNC
MoPaKATW 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]

Tekpnpiwon BUD / BUD rationale

Agv evtoni{oTtnke el8LKA MelpapaTiky SldpKeLa TTOL Vo KAADTITEL OAGKANPN TNV aKkPLR oOVBEDN, TOV TEPLEKTN KOl
TN HMKPOBLOAOYLKH KATAAANASTNTA.

H gappoakomouakh nmpodlaypagr TEAKAG aAkodANnG elval 16-21% V/V. Agv otnpiCetal XapunAfl aw o0Te ENAPKAG
ouvvtrpnon oAGKANPOL TOU UiYHATOG HOVO amd XAWPOELAEVOAN 5%. EmAéyeTal vdaTikA Katnyopla xwpic
TEKUNPLWHEVN cuvThpnon: n Sladyela/ovpBatdTnTa YOENG eAéyxeTaL pLvy and andédoon BUD.

EMAEYEVOG CLVTNPNTIKOC YEVIKOG KOvOvaC: €wG 14 nuépeg aToug 2-8 °C yla LOATLKA HOPQH XWPIC EMAPKWG
TEKUNPLWPEYN ouvTrpnon. MNpodndBean elvat 6TL N YOEN 6ev mpokaAe( KaBITNon, un avaoTPEYLHO dlaxwpLlopd A
GAAN anwAsla KataAAnASdTNTAG. AV auTr N pobndéBeon anotidxeL, 6ev Xpnoluomotle(tal To 14APEPO o€
Bepuokpaoia dwpatiov- anatte{tal edikr Tekunpiwaon ocbvtoung xprong.

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

0O yevIkOG Kavovag amoTeAel ouvtnpENTkd OpLlo eMAOYAC KoLl OXL MELpapaTIKY anddelEn otabepdTNTAC TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAKH o0VBeOn, TN OLVTAPNON KOl TLG EMTPENOUEVECG BEpUoKpaoiec. H
T aw dgv mMPoKOMTEL And TO MOCOATO VEPOL H TNV AMWAELX KATA TNV §Apavon. MNa tekunpiwon xpnotlonotiote
SOP-014 kot F-006- yia €16ikry aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yia k&dbe pun otelpa napaockevr. H katnyopla pnopel va tekunpLwoel
and TNV akpLBr oOvBeon Kal KATAAANAQ QVTUMTPOCWTELTIKA Mapadelypata: 6tav n ocbvbeon slvat aBéBatn
oplakh, mpoTidTal 6K LETPNOoN HE KATAAANAN HéB0BO. ZTNV apoloa €kdoan Hev LTIEPYEL HETPNMEVN aw OUTE
anodeopevpévn mopTida. H Sldpkela ToL TEALKOD OKELAOUATOC KATA Kavdva dev vepBaivel To evamnopévov BUD
TWY EVOWHOTWHEVWY YOANVIKWY Bdoswv/evdlapéowv. EEaipean xpetdletal eIk attioAdynon 4tL dev
ennpedletal SBLOPEVWCS N PLOLKH, XNMLKA 1} HikpoBLloAoylkr motdtnTa. KataypdyTte XwpeLoTd TeAKS 6plo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPETWY KAl TIPAYUATIKA nuepounvia ARENG TOLG.

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

The pharmacopoeial final alcohol range is 16-21% v/v. Neither low aw nor whole-mixture preservation is
established solely by chloroxylenol 5%. Select the aqueous, preservation-unestablished category; confirm clarity
and refrigeration compatibility before assigning BUD.

Selected conservative general rule: up to 14 days at 2-8 °C for an aqueous form without adequately established
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preservation. Refrigeration must not cause precipitation, irreversible separation or other loss of suitability. If that
condition fails, do not apply 14 days at room temperature; obtain specific short-use evidence.

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 nho 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], [71], [8], [10], [12]

Mpoamaitovpeva / Prerequisites

Aev anatte(tal xwploth Bdon pe KwdKkd pNTPWOoL. Tuxdy EUMOPLKE OYNUA TTHPAUEVEL TO AKPLBEC KATOVOUATOUEVO
npoidv touv mivaka.

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

References: [1]

EEonmAlopocg / Equipment

Zuyo6¢ KaTdAANANG eAdxLoTng 0ylong, youdi/omepog i opoyevonolnthg, doxela avdulEng, ondTovAEg,
BepudpeTpo dTav undpxel B€puavan, 6pyava oYKOUETPNONG YL MOoHTNTEG 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£00b0¢ mapaokevng / Compounding method

AloAbote KOH og 15 mL 06atog. MpooBéate kaoTopéAalo dlaAvpévo o 63 mL atbavdoAng. Aprote 1 Wpa A pHéxPL
dlavyela delypatog apatwpévon pe 19 dykoug 08aToC: Mpoabéote eAaikO 0ED. Avau(ETe TeEpMVESAN UE
XAWPOEVLAEVOAN BLaAvpévn atnv vndAounn atbavoAn. MpoaB£oTte 0To CAMWVWOEC SLAALUA KAl CUUTANPWOTE TOV
éyko.

Dissolve KOH in 15 mL water; add castor oil dissolved in 63 mL ethanol. Stand 1 hour or until a sample stays clear
with 19 volumes of water; add oleic acid. Combine terpineol with chloroxylenol dissolved in remaining ethanol;
add to soap solution and make up volume.

References: [1]

Napatnpnoelg / Observations

H teAwkr mogdtnta eivat n Bdon touv nivaka aivBeong. Kataypdeovtal mpayuaTikyi anédoan, 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]
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MNeplékTNG KaL ovokevaoia / Container and packaging

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

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

References: [1]

MowoTikO6G éAeyxoG / Quality control

Aépla xpwuatoypapia pe 4-chloro-o-cresol wg eowTEPLKS MPATLTO, EKXOALON 0 XAWPOPOPHLO KL oUYKPLON HE
chloroxylenol BPCRS. ZtiAn 1,5 m x 4 mm, Carbowax 20M 3%, 160°C.

H uébodog, to éplo amnodoyxnc, N MPAYHATIKY TLUA KoL 0 EAEYKTAC KaTaypdgovTal XwpLtoTd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavdAnyn eAéyxwv xpeldleTal
alttioAdynon.

Gas chromatography with 4-chloro-o-cresol internal standard, chloroform extraction and chloroxylenol BPCRS
reference. Column 1.5 m X 4 mm, 3% Carbowax 20M, 160°C.

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

References: [1], [11]

®0Aagn / Storage

Ma 1o emMAeyUEVO YEVIKS avdTaTo 6pLo: 2-8 °C, epdoov dlatnpolvTal N QUOLKH KATOAANASTNTA KOl N
ouPBATOTNTA PE TN OLUYKEKPLUEVN TINYH. Agv epappdleTal To 14iuepo og Bepuokpaoia SwuaTiov.

For the selected general ceiling: 2-8 °C, provided physical suitability and compatibility with the specific source are
maintained. The 14-day rule does not apply at room temperature.

References: [1], [6], [7], [8]

AwaOeon / Dispensing

AldBeon ue oaer 066 xpriong, MePLEKTIKOTNTA Kot nuepounvia xpriong. H moodtnTa avd epapuoyr Kot n
oLYXVOTNTA CLUUMANPWYOVTOL COUPWVA E TN CLVTAYH.

Dispense with a clear route, strength and use-by date. Complete amount per application and frequency from the
prescription.

References: [1]

EmioApavon / Labelling

AldAvpo xYAwpo&uAevdéAng 5% w/v

EEwTepkr Xxprion

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AobBevrig / 66an / ouxvéTnTa:

®OAAEN: 2-8 °C, petd TNV enBeBaiwon KataAAnAdTnToC YoEnc.
©epuokpaoia yta to BUD autAg tng naptidag:

Chloroxylenol Solution
External use

Quantity: _ Batch:
Prepared: __ Useby:
Patient / dose / frequency:
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Storage: 2-8 °C, after confirming suitability for refrigeration.
Temperature for this batch BUD:

References: [11], [6], [7], [8]

v9_controls / v9_controls

To aplBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdg LT TIC £LBLKEG TPODTOBETELC. Agv €xEL
optotel BUD mpaypaTikAg mapTidag kat dev €xouv napaxdel petprioelg aw. H akptBig ocbvBeon, ta
TPOQTALTOOUEVQ, O MEPLEKTNG, N QUAAEN KoL Ta aTolxela eAEYYOU TIPETEL VO EYKPLOODVY YL TN OUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudéletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAEyYO BLAPKELAC META TO Avolypa. Ta dpla USP elval texviké mAaiolo Kat 6ev
nopovaldfovrtatl WG EAANVLIKH vouoBeaoia.

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 EAANVLKY KOl ayYAKR andédoon/opydvwaon otolxelwy TG avaeepopevng mNyng. Aev anoteAel enlonun petdepaon fi éykplon Touv
€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 - Chloroxylenol Solution

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/

[2] FN/2003/PA/031 RICINO, ACEITE VIRGEN DE

AwoBéotpo 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_031.pdf

[3] CDC/NIOSH - Pocket Guide to Chemical Hazards: Ethyl alcohol

AwoBéotpo kelpevo / Retrieved text | Official reference | raw material or occupational | 2026-09-10
https://www.cdc.gov/niosh/npg/npgd0262.html

[4] 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_|_pg_002_00.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] Allan MC, Mauer LJ. Dataset of water activity measurements of alcohol:water solutions using a Tunable Diode Laser

Data in Brief. 2017;12:364-369 | Table 1; ethanol/water at 25 °C; DOI 10.1016/j.dib.2017.04.017 | Full text read. Binary-mixture water
activity; volume ratios before mixing, not finished medicinal-product shelf life | 2026-09-12

https://pmc.ncbi.nim.nih.gov/articles/PMC5413208/

[9] NIOSH - Managing Hazardous Drug Exposures: Information for Healthcare Settings
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2023; DHHS (NIOSH) 2023-130 | Risk assessment; printed pp. 27-33, activity/formulation control table | Workplace exposure, hierarchy of
controls and activity-specific PPE; US government public-domain document | 2026-09-12

https://www.cdc.gov/niosh/docs/2023-130/2023-130.pdf?id=10.26616%2FNIOSHPUB2023130
[10] USP - Compounding Standards and Beyond-Use Dates, 2022 update

November 2022, published by USP; public copy hosted by Mississippi Board | pp. 1-2; nonsterile table | Risk-based default categories; not
product-specific stability or Greek law | 2026-09-12

https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
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