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AAKOOALKO S1a@Avpa paAakov odnwvog BP

Soap Spirit
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

MaAakég odmnwv BP 650 g
Soft soap BP
AlBavoAn 90% v/v g.s. ad 1000 mL

Ethanol 90% v/v

MNeprypagn okevadopatog / Preparation description

Yypr Bdon rj BondnTikd SldAvpa: AAKOOALKS dLdAvpa paiakol adnwvog BP. Mpdobeta kpLtrhipla epedviong dev
TEKUNPLWYOVTOL 0TO €E€TAOBEY €LBLKO Ke(EVO.

Liquid base or auxiliary solution: Soap Spirit. Additional appearance criteria are not established by the specific
text reviewed.

References: [1]

Apaon kai xpAon / Action and use

Bdon rj BonBnTikd mopaokedaoua yLa TNV TEXVOAOYLKH xprion mov SnAwWveL o T{tAog. H mpoabrikn 6paoTIKrAg
dnuwovpyel véa obvBeon pe xwploth a&loAdynon cuuBatédTnTag Kal SLdpKeLag.

Base or auxiliary preparation for the technological use indicated by its title. Adding an active creates a new
formula requiring separate compatibility and duration assessment.

References: [1]

Mpobiaypagéc / Specifications

AlBavoAn 28-32% v/v- pdla/mL 0,945-0,970 g- Auntapd oéa =27,0% w/v. EAeyxog oE0TNTOC/AAKAALKOTNTAC OTO
npwTtdTUTO.

Ethanol 28-32% v/v; mass/mL 0.945-0.970 g; fatty acids =27.0% w/v. Consult original acidity/alkalinity test.
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References: [1]

®wg / Light

Agv mopéxeTal 6K eWTOOTABEPSTNTA TOU TEALKOU MPOIGVTOG. H amattoOEVn QUTONPOCTAC(O TOL MEPLEKTN,
€pboov opiletal, avagépetal atn POAAEN.

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

References: [1]

Aépac kaL o&eidbwaon / Air and oxidation

Agv apéxeTal HEAETN 0EEBWTLKAC oTaBePATNTOG TOL TEALKOD PiyuaTog o0Te anaitnon adpavolg atudopalpac.
Tnpeltal 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

Agv dlveTtal moooTikd 6plo LEPOAVTIKAC OTABEPATNTAC TNE OLYKEKPLUEVNC obvBeonG. H moodTnTa Kal moldtnTa
VEPOL BeV PHETABAAAETAL aTId TN CLVTAYN.

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

References: [1]

Yypaoia / Humidity

Agv dlveTal aplBunTiké dpLo oxeTikrig vypaciag yla To TeAkd okeDaopa. ATtogebyovTtal SLaBpoxr MPWTWY LAWY
KOl HETOPOPA CUUMUKVWHAETWY 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 TEKUNPLWVETOL EMTPENTH Beppokpaatakn anékAlan i KOKAOG KaTtdywugng/andyuéng. OL Beppokpaoieg
MOPACKEVAC 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 kaiL cupBatoTnTa / pH and compatibility

Aev op(CeTal €1d1ké €0pog pH TOL TEALKOD OKELAOHATOG. Agv TipooTiBeTaL PLOULOTHG PH XWPIG TEKUNPLWHEVN
aAAayr TnG obvBeanc.

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

References: [1]
AAAeGg aAAnAembpaoclg / Other interactions
ALBaVOAN: aoLUBATOTNTA PE LOXLPA OEELBWTLKAL.

Ethanol is incompatible with strong oxidants.

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

Tavtonoinon kat Bdon Coylong:

* MaAakég odnwv BP: 650 g.

e AlBavdAn 90% v/v: g.s. ad 1000 mL.

Ol BNAWPEVEG Hop@Ec/moLldTNTEC avriikovy oTtnv akpBry obvBeon tng MNYrMG.

Identity and weighing basis:

* Soft soap BP: 650 g.

* Ethanol 90% v/v: g.s. ad 1000 mL.

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

References: [1]

Mpootacia epyalopévwy / Staff protection

Kabapr HoKpUPAVLIKN 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: [11], [3], [4]

EKTipnon kKwvéovovu / Risk assessment

ALBaVOAN: eDPAEKTOL aTHO( amopdkpuvan MNYWY avdPAEENC Kol KATAAANAOG aepLloUdG. H TeAK Ta&wvdunon
eEaptaTtal and ocuykévtpwaon/ulyua.

JuyKekpLuévn nmapTtida avagopdc: 1000 mL. MpwTo cvoTaTiké: MaAakdg adnwv BP, 650 g. EAéyEte aveEdpTnTa
TN XNUKA Hopdr, TG Hovadeg kat kdBe kKALudKwan mpw and Coylon.

Qc evdLdpeco, PEPEL eLBLAKPLTN TAVTAHTNTA KAL CLYKEVTPWON: 6ev dlaTiBeTal WG TEAKS @dppako. H apaiwon A
npoaBrikn 6paoTtikig amnattel véo untoAoyloud ekbéxwv, ouvtrpnong Kat BUD. EAéyETe OTL kKGBe eEapTWHEVN Bdon
€xeL anodeopevOel.

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

MNTtNTkdG SLAADTNG TNG OLYKEKPLUEVNG @SPOLAAG: ABavOAn 90% v/v g.s. ad 1000 mL. AMOHaKPUVETE TNYEG
avaeAeEncg, neploplote aTHoOC Kot avolkTh eEdTulon. EAEyETe ovpBatdTnTa EEQEPLOMOD, NAEKTPLKOD EOTALOUOD
KoL TIEPLEKTN LE TOV CUYKEKPLEVO BLaADTN.

2nuelo eAéyxouv amnodéapevong: enBeBatote TeEAKS dyko | udla otn Bepuokpacia avagopdc, Stadyela A
mpoBAenOuEYVN dLlaoTopd Kal CLUEWVIA TIEPLEKTN/MWUATOC LE TN ouvTayr. Ma OYKOUETPLKH avaywyr KNy
eglowveTe g g ML xwpi(g TEKUNPLWUEVN TTUKVOTNTA.

Ethanol: flammable vapour; control ignition sources and provide suitable ventilation. Final classification depends
on concentration/mixture.

Reference batch: 1000 mL. First ingredient: Soft soap BP, 650 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.

Volatile solvent in this formula: Ethanol 90% v/v g.s. ad 1000 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.
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References: [11, [2], [3], [4], [8], [10]

ZuvOnkec mapaokevns / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HOoPeAG Kal mapTidag KkdBe cuoTaTikoD, KaTaypaer BEWPNTIKWY
MOCOTATWY KAl EAEYX0G KaBapldTNTaC Tou eEOMALOMOD. OL BepoKkpaoieg Kal N oelpd mPoodrikng elvatl aVTEC TNG
nopakATw 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], [4]

Texkpnpiwon BUD / BUD rationale

Agv evTOTOTNKE €LOLIKA MELPAUATIKE SLAPKELX TTOL va KAAUTITEL OAGKANPN TNV aKkPLBr) oOVOean, TOV MEPLEKTN KL
TN HMKPOBLOAOYLKH KATAAANASTNTA.

H teAkr) aAkodAn mpodlaypdoeetal 28-32% V/V, napd tn xprion atbavoAns 90% wg apxtkod dlaAdTn. Agv
TeEKUNPUWVETAL aw <0,6. H datripnon S0uAG Kot OLOLOYEVELAG TOL GATWVYOUXOL UiYHATOG 0TNY YOEN MPEMEL va
emPBeBalwOe(- 6ev amodidetal 14Auepo oe Bepuokpacio dwuatiov.

EMAEYEVOC OLYVTNPNTLIKOC YEVIKOG KOvOvaC: €WG 14 nuépeC aToug 2-8 °C yla LOATLKA HOoPEH XWPIC EMAPKWCG
TEKUNPLWHEVN guvTrpnan. Mpobndédeaon elvatl 6TL N YOEN dev mpokaAel KaBITnon, un avacTPEPLUO Slaxwploud r
GAAN anwAsla KataAANASdTNTAG. AV auTr N npodndBeon amnotixEL, v xpnoldoTmotle(tal To 14APEPO o€
Beppokpacia dwuatiov- anatte{tal bk TekUnpiwaon cdvtoung xpriong.

Huepopnvia xpriong = n evwpitepn emtpentr nuepopnvia and napackevr + emAgypévn dldpketa, AREELG MPWTWY
VAWV KoL TUXOV CLUVTOUSTEPO TEKUNPLWHEVO OpLo. O Xpdvog PETA To dvolypa 6ev napaTteivel To cuvoAlkd BUD. H
TEAKH NUEPOUNVI{X CUPTANPWVETAL YLO TN OLYKEKPLUEVN TMapT{Ba HETA TOLG EAEYXOULC.

O yevikdG kavédvag amnoteAel ouvTNPENTLIKO dPLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAK gOVBeon, TN OLVTAPNON KoL TLG EMTPENOUEVEG BEpoKkpaoiec. H
T aw 6gv MPoKOTTEL and To MocoaTS vEPOL 1 TNV anWAsLa Katd tnv EApavan. MNa tekunpiwon xpnoluonotioTe
SOP-014 kot F-006- yia 16ikry aw, SOP-017 kot F-012.

Altevkpivion USP: 6ev anatte{tal pétpnon aw yia kdBe pn otel{pa napaokevr. H katnyopla punopel va TeKuNPLwOEel
and TNV akpLpr oOvBeon Kal KATAAANAQ AVTLMTPOCWTEVTIKA Mapadelypata: dtav n obvbeon elvat aBéRatn
oplaKr, MPOTIPATOL EL6LIKNA HETPNON HE KATAAANAN LUéBOBO. ZTNY napoloa ékboan Hev umdpyeLl HETPNUEVN aw O0TE
anodeopevpévn mopTida. H Sldpkela ToL TEALKOD OKELAOUATOC KATA Kavdva dev vepBaivel To evamopévov BUD
TWVY EVOWUATWHEVWY YAANVIKWY BAoewv/evolapéowy. EEaipeon xpetdleTtal €dikr attioAdynon 6TL 6ev
eNMNPEAZETAL BUOHEVWIG N GUOLKH, XNHKA A LikpoBLloAoyLkr moldTnta. KataypdyTte xwplotd TeAkS 6pLo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPETWY KAl MPAYHATIKA nuepounvia ARENG TOLG.

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

Final alcohol is specified at 28-32% v/v despite using 90% ethanol as starting solvent. aw <0.6 is not established.
Confirm soap-mixture structure and homogeneity under refrigeration; the 14-day category must not be assigned
at room temperature.

Selected conservative general rule: up to 14 days at 2-8 °C for an aqueous form without adequately established
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 no measured aw or released batch. The final
preparation generally must not outlast the remaining BUD of its compounded bases/intermediates. An exception
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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: [1], [6], [7], [9], [11]

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 opoyevonolnTthg, doxela avaulEng, 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£0060¢ mapaokevng / Compounding method

AlaAboTe Ttov odnwva o 300 mL atBavoAng, cuunAnpwaoTte ota 1000 mL, avaui&te, apriote va Katakabioetl kat
METOYY(OTE.

Dissolve soap in 300 mL ethanol; make up to 1000 mL, mix, allow to settle and decant.

References: [1]

Napatnpnoclg / Observations

H teAkr noodtnta {val n Baon tou nivaka gdvBeonc. KataypdgovTtal mpayuaTiky anddoon, Tuxdv amWAELEC KAl
QMOKA{OELG 0TO QUANO EKTEAEDNG.

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

References: [1]

MepLékTnG KalL cvokevaoia / Container and packaging

Emdoyn yia tomkr agloAdynaon: KaAd kKAelotr @LdAn cupBath he To bypd. Mpw and MAfpwaon eAéyxovTal
KaBapldtnTa, akePALOTNTA, OTEYAVOTNTA Kol oLPBATOTNTA LALKOD/MWHATOC. H €161k povoypagia 6ev
TEKUNPLWVEL CLUYKEKPLUEVO EUTMOPLKO TIEPLEKTN.

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]

MowoTikOG éAeyxoG / Quality control

H €161k povoypagia 6gv divel xwpLloTd mocoTikd mpoodloplond. EAEYETE TNV TALTOTNTA/MOLOTNTA MPWTWY LAWY
KOL TLG YEVIKEC QAPUOKOTIOWAKEG ATALTATELG TNC OLYKEKPLUEVNG HOPPG TIOL TTOPATEUTEL N TINYH.

H néBobog, To 6pLo amodoynic, N MPAYHATIKA TIU Kal 0 EAEYKTAC KaTtaypdeovTal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavdAnyn eAéyxwv xpeltdleTal
attoAdynon.
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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], [10]

®0Aain / Storage

Mo 1o eMAEYUEVO YEVIKO avwTaTo 6pLo: 2-8 °C, epdoov dlatnpoldvTal N UK KATAAANASTNTA KAl N
oupBaTéTNTA PE TN OLYKEKPLUEVN TINYH. Agv e@apudletal To 14rjpepo o€ Beppokpaaia dwuatiov.

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: [11], [5], [6], [7]

Awa0eon / Dispensing

Evbldueon Bdon ywa epyactnplakn xprion. H evowpdtwon dpaotikAc anattel véo éAeyxo obvBeong, pH,
ouvtApnong kat BUD Ttou teAlkol mpoiévTod.

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

References: [1]

EmioApavon / Labelling

AAKOOALKO BLaAvpa paiakol adnwvog BP

Epyaotnplakr Baon - 6xt auean xopriynon

Moocétnta: _ Maptida:

Mapaokevdotnke: _ XpAon éwg:

AoBeviig / 86on / ouyvéTnTa:

®OAAEN: 2-8 °C, peTd TNV enBeBaiwon KataAAnAdTnTOC YOENC.
©eppokpaoia yla To BUD autig tng naptidag:

Soap Spirit

Compounding base - not for direct administration
Quantity: _ Batch: __

Prepared: ___ Useby:

Patient / dose / frequency:
Storage: 2-8 °C, after confirming suitability for refrigeration.
Temperature for this batch BUD:

References: [1], [5], [6], [7]

v9_controls / v9_controls

To apBunTiké éplo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTO TIC £LBLKEG TPODTOBETELC. Agv €xEL
oplotel BUD mpayuaTtikAg maptidag kat dev £xouvv mapaxOel petprioelg aw. H akplBric obvBeon, ta
TPOAMALTOVHEVQ, 0 TIEPLEKTNG, N POAAEN KAl T oTolxela eAEyYOUL TIPETEL VO EYKPLOOUY YL TN OLUYKEKPLUEVN
epappoyr. H €vapgn tou vmoAoylopol BUD eival n €vapén tng napaokevg. Epapudletal To GUYTONSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO €Aeyy0 BLdpKeELag HETA TO Avolypa. Ta dpla USP elval texviké mAaiolo Kat dev
napovoldfovtal WG eEAANVIKY 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.
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AveEAPTNTN EAANVLKH KOl ayYALKH amnédoon/opydvwon oTolXelwv TG avagepduevng 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 ka1 mapanopunég / Sources and references

[1] British Pharmacopoeia 2016 - Soap Spirit

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

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

[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] 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

[5] 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
[6] Illinois 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
[7]1 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/
[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
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