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AlaAvpa o€1ko0 apytAiov - AEMPS

Aluminium Acetate Solution AEMPS

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: 137 g katd emkepaAida mnyrig: 6xL q.s. / source heading; not g.s.

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Oeukd apyiAlo dekaokTabOPLKO 22.5¢g
Aluminium sulfate octadecahydrate

Mayéuopeo o&kd oE0 8.5 mL
Glacial acetic acid

AvBpaklkd aoBéaTLo 10g
Calcium carbonate

KekaBapuévo 06w 75 mL
Purified water

Tpuyikd oEL 45¢g
Tartaric acid

MNeprypag@n okevaopatog / Preparation description
Alavyécg dxpwuo vypo.
Clear colourless liquid.

References: [1]

Apdaon kaL xpRon / Action and use
ZTUNTIKO WTIKSO MapaokeVAoUA.

Astringent ear preparation.

References: [1]

Mpobiaypagéc / Specifications
Alavyécg dxpwuo vypo.
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Clear colourless liquid.

References: [1]

®wg / Light

Agv MapéxeTal EL6IKA QWTOOTABEPATNTA TOL TEALKOU TPOIOVTOC. H amatTtoOUEVN QWTOMPOOTAC(O TOL 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]

Nepo kat diaAvtéTnTa / Water and solubility

Agv 6{veTal mMoooTIKd Oplo LEPOALTIKAG oTABEPATNTAC TNG CLYKEKPLHEVNG o0vBeonc. H moodTnTta Kot moldtnTa
vePoL dev peTaBAAAETAL And TN guvTayH.

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

References: [1]

Yypaocia / Humidity

Agv dlveTatl aplBunTikd éplo oxeTIKAG bypaciag yla To TeAkd okebaoua. AogedyovTat 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

Mo to TeAkS okebaopa n nyr opiCeL:
KaAd kAgloTr YudAvn eLaAn- <30 °C.

For the finished product the source specifies:
Well-closed glass bottle; <30 °C.

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]

AAAec aAAnAemidpaoelg / Other interactions

Agv opéxeTal MARPNG doKLUA cLPBATATNTAC TOL UiYHOTOC HE MPdoBeTa SPpaoTIKA 1] SlagopeTikd €kboya. Ot
LTIOKATAOTAOELG anaLlTolY XwpLloTh Tekpnpiwon.
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No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.

References: [1]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

Tavtomnoinon kat Bdon Coylong:

¢ Oeuko apyiAlo bekaokTabddpLkd: 22.5 g.

e Maydpoppo oELkd oEL: 8.5 mL.

e AvBpaklké aoBéoTtio: 10 g.

OL dnAwpéveg popeég/moldTnTeG avrikouvy otny akpBry cbveean tng mnyric.

Identity and weighing basis:

e Aluminium sulfate octadecahydrate: 22.5 g.

* Glacial acetic acid: 8.5 mL.

e Calcium carbonate: 10 g.

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

References: [1]

MpooTtacia epyalopévwy / Staff protection

MNoyéuop@o oELkd 0ED: MPOTEKTIKOC XELPLOPOG AOYW £peBLOTIKIG dpdong- ldikd MAM and to SDS tNng
OLYKEVTPWONG TIOL YXpPNoLdoTmote(Tal.

Kabapr HoKpLUPAVIKN EpyaoTnplakr evdupaoia, KEAALYN HAAALWY KL YEVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvaon/ebopd.

Xelplotelte TN TOyLon kot AstotpiBnon oe xwpo/dldtagn mov neplopifel Hlaomopd Kovlwy, e mpooTaaia
0QOAAHWY- 0 TUTIOG AVATVELOTIKAG TpooTaciag kaBop(letal and tTn ocLyYKeKPLUEVN €KBEDN.

Glacial acetic acid requires careful handling because of irritation; select specific PPE from the SDS for the
concentration used.

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

EKTipnon kKwvéovovu / Risk assessment

ZuykekpLuévn mapTida avapopdc: 137 g katd emke@aAida nnyric- éxt g.s. / source heading; not g.s.. MpwTo
OLOTOTLKO: Oeukd apyiAlo 6ekaoKTADOPLKS, 22.5 g. EAEyETe aveEdpTnTa TN XNUIKA HOPPH, TIG HOVADEC Kal KABE
KAlHdKwaon mpwv amnd Coyon.

EmBefawiote 6TL N epapuoyr dev anaitel otel{po mpotdv Kat 6TL N KATAOTAON TOU TUUNAVOL EMITPEMEL TN
ouvtayoypaenuévn obvBeon. H wTikA emoiuavon MPEMeL va amokAsleEl o0yxLon PeE OQOUAULKEC OTaYOVEC.
KataypdyTe yla TNV Tomkr avdAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKeLa avolkTol
XELPLOMOD, MBAVEC 0600G €KBEONG KL AMOTEAETUATIKOTNTO TWY HETPWY eAEy)OoL. AuTd elval atolyela elgédouv
NG aloAdynong: 6ev amnodibetal mMPooYNUATIKOG TEAKOC BaBUdC KLwbOvou.

Inueio eAéyxov amodéopevong: enPBeBatote TeEAKS dyko | udla otn Bepuokpacia avagopdc, Stadyela A
npoBAenduevn Slaomopd Kal CUPPWYVIR MEPLEKTN/MWUATOG HE TN GUVTAYH. A OYKOUETPLKA avaywyrh 1Ny
eglowveTe g he ML xwpi(g TeEKUNPLWUEVN TTIUKVOTNTA.

Reference batch: 137 g katd emke@aAida nnyrc: éxt g.s. / source heading; not g.s.. First ingredient: Aluminium
sulfate octadecahydrate, 22.5 g. Independently check chemical form, units and every scale conversion before
weighing.

Confirm that the application does not require a sterile product and that tympanic-membrane status permits the
prescribed formula. Otic labelling must prevent confusion with eye drops.

For the local assessment record quantity per preparation, work frequency, duration of open handling, potential
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exposure routes and effectiveness of controls. These are assessment inputs; no fictitious final risk score is
assigned.

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: [11], [9], [11]

ZuvOnkec mapaokevng / Compounding conditions

To avtiotolyo PN AEMPS opiCel Beppokpaoia xwpov 25 £ 5°C kat oxeTikr vypaoia =60%, ekTdC av n 6LKA
@OéppovAa amattel GAAa. Mpdkettal ya neptBdAiov epyaoiag, éxt yia Bepuokpaoia 8€puavong i pOAAENG.
TnpolvTaL n oelpd Mpoaodbrkng, n Oeppokpacia Kat oL xpdvol ov avaeépovtatl oTn Atadikaoia Mapaokevig. H
€16k povoypapia 5ev anoteAel MARPN HEAETN KATAAANAGTNTAG TOL TOMKOD XWPOUL/EEOTALOWOO.

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]

Texkpnpiwon BUD / BUD rationale

Aldpkela otnv nnyn: 3 PAVEG.

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

EMAEYEVOG CLVTNPNTIKOC YEVIKOG KOvOvaC: €wG 14 nuépeg aToug 2-8 °C yla LOATLKA HOPEH XWPIC EMAPKWC
TEKUNPLWPEYN ouvTrpnon. MNpodndBean elvat 6TL N YOEN ev mpokaAe( KaBIZNon, un avaoTPEYLHO SlaxwpLlopd A
GAAN anwAsla KataAAnASdTNTAG. Av auTr N npodndéBeon anotidxeL, 6ev xpnoluotmotle(tal To 14APEPO o€
Bepuokpaoia dwpatiov- anatte{tal edikr Tekunpiwaon ocbvtoung xprong.

To épLo BLBALOYPaPLKAG ava@opdc tTng napoloag €kdoong elval n ouvtopdtepn HETAED TNG MapaATdvVW BLAPKELAG
mNyAG Kat Tou YeVkoL oplov. MNa napdtaon anatte{tal TekunEiwaon mov KAAOTTEL
SpaoTIKA/EKDOXO/MEPLEKTIKOTNTA, MEPLEKTN, Oepuokpaaia, HEO0B0 eVOELKTIKY OTABEPSTNTAC KAL, Yla LOATLKN
EMEKTAON, TNV AMOLTOOPEVN UiKpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia agloAoyeital
XWPLOTA 010 MAAPEG KE(PHEVS TNG.

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

O yevikdg kavédvag amnoteAel ouvTNPENTLIKO dpPLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
naptidag. H katnyopla cuvdéeTal pe TNV TEAK oOVBeon, TN OLVTAPNON KoL TLG EMTPENOUEVEG BEpoKkpaoiec. H
T aw 6gv MPoKOTTEL and To MocoaTéd vEPODL 1 TNV anWAsLa Katd tnv EApavaon. MNa tekunpiwon xpnoluonotiote
SOP-014 kot F-006- yia €16ikry aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw og kdBe un otelpo napaockedaopa. H tekunplwuévn tagwéunon tng
OLYKEKPLPEVNC a0vBeang umopel va xpnotpomnole{tal wg 06nydc: KataypdeeTal pntd we ekTiunon Kat éxL wg
pétpnon. Auei{BoAn 1} oplakr Tagwéunon anattel €16Lkd TEKUAPLO A KATAAANAN HéTPnon. H nuepounvia TeALKoOO
okevdopatog dev vepPaivel Tn dlaBéoun nuepopnvia TwWv N MAPACKELAOUEVWY CLOTATIKWY/BACEWY, EKTOC av
€xel voBeTnBel emapkAC 16K TeKUNPlwon yla TNV akpLBr TeAK obvBean.

Period reported by source: 3 months.

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 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.

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
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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
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.

References: [1], [7], [8], [10], [12]

Mpoamaitovpeva / Prerequisites

Agv anotteltal xwploth BAon PE KWOLKS HNTPWOUL. TuxOv gunoptkd dxnUa MAPAUEVEL TO AKPLBEC KATOVOUALOUEVO
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

Zuyo6¢ KaTtdAANANG eAdylotng C0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avadulEng, ondTouvAeg,
BeppdueTpo TV vidpxeL B€puavan, dpyava oykopéTpnong yia 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

AloA0oTE TO BeLkd dAag ota 4/5 VdaToG: MPooBEaTe 0ELkS 0ED. Mpocbéate apyd avOpakLlké aoBEaTLO
dlaonapuévo oto vréAolmo LEWP. MeT& ToV APPLOPS KOADYTE, aprioTe 2 NUEPEG HE MEPLOBLKY avddevan. Ainbriote
Méow LEAoUOTOG, EKBAlYTE KoL eMavadlnbrioTe péxpt dladyelac: mpoabéoTte TPLYLKS 0ED.

Dissolve sulfate in 4/5 water; add acetic acid. Slowly add carbonate dispersed in remaining water. After
effervescence cover and stand 2 days with occasional agitation. Cloth-filter, press residue and refilter until clear;
add tartaric acid.

References: [1]

Napatnpnoclg / Observations
AvaEpovTal aMWAELEG ~25%: NV emPBAAAETE TEAKS Bdpog 137 g. OxL o€ dldtpnon Tuundvou.
Source notes ~25% process losses; do not force final mass to 137 g. Contraindicated with tympanic perforation.

References: [1]
MepLékTnG KalL cvokevaoia / Container and packaging
KaAd kAgloTr YudAvn eLaAn- <30 °C.

Well-closed glass bottle; <30 °C.

References: [1]
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MowoTikOG éAeyxoG / Quality control

Alavyég dxpwuo vypod.

ZuunAnpwpatikol €éAgyyol Tou PN mov mopaméumneL n nmnyn:

Epgdvion kot pafa/éykoc. Mo oelpéc mopTidwy: xpwua, dladyelo/onaAlonudg, oxeTKN MukvdTNTA, pH Kal
MIKpoBLloAoyLkéc éAeyxoc RFE 5.1.4.

pH katd PN/CP/001: Katd kavéva pétpnon oto delypa xwplc mpoeneEepyaoia, ekTg €WOLKAG 0dnylag. MNa akpBn
pETPNON papuiOleTAL MOTEVOLOPETPLKY HEB0DOG RFE 2.2.3- ot Tawvieg neplopifovtal oe eAEy)XoLG Tov dev
anattoOv vynAn akpiBeLa.

H uébodog, to éplo anodoync, N MPAYHATIKN TIUA KoL 0 EAEYKTAC KaTaypdgovTal XwploTd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavadAnyn eAéyxwv xpeldleTal
attoAdynon.

Clear colourless liquid.

Additional tests from the referenced SOP:

Appearance and mass/volume. For batches: colour, clarity/opalescence, relative density, pH and microbiological
testing RFE 5.1.4.

pH under PN/CP/001: normally test the untreated sample unless otherwise specified. Accurate measurement
follows potentiometric RFE 2.2.3; strips are limited to checks not requiring high accuracy.

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], [4], [5], [11]

®0Aain / Storage

ZuvBAKeC/MePLEKTNG IOV avagépel N NYA: KaA& KAELoTH YudALvn @LdAn: <30 °C.
Ma 1o emMAeyUEVO YEVIKS avdTaTo 6pLo: 2-8 °C, epdoov dlatnpolvTal N QUOLKH KATOAANASTNTA KOl N
ouPBATOTNTA PE TN OLUYKEKPLUEVN TINYH. Agv epapudleTal To 14iuepo og Bepuokpaoia SwuaTiov.

Source-reported conditions/container: Well-closed glass bottle; <30 °C.
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], [7], [8]

Awa0eon / Dispensing
Mn xpnotuonote{te dTav LIAPYEL HLATPNON TLUMAVOL: amnalTe{Tal KATAAANAOG KALWLKEG €AEYXOG.
Do not use with a perforated tympanic membrane; appropriate clinical assessment is required.

References: [1]

EmioApavon / Labelling

AtdAvpa 0gkol apytAiov - AEMPS

QTkA xpAon, Hoévo émouv dev anatte{tal oTeELPOITNTA

Moocétnta: _ Maptida:

Mapaokevdotnke: _ XpAon éwg:

AgBeviig / 86on / ouyvéTnTOo:

®OAAEN: 2-8 °C, peTd TNV enBeBaiwon KataAAnAdTnToC YogNC.
©eppokpaoia yla To BUD auTtig Tng naptidag:

Aluminium Acetate Solution AEMPS

Otic use only where sterility is not required

Quantity: _ Batch: __

Prepared: __ Useby:

Patient / dose / frequency:

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

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

v9 _controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEG TPODTOBETELC. Agv €xEL
oplotel BUD mpayuaTikig mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBrig¢ obvBean, ta
TPOQTALTOOUEVQ, O MEPLEKTNG, N QUAAEN KoL Ta oTolxela EAEYYXOU TIPETIEL val EYKPLOODV YL TN OUYKEKPLUEVN
epappoyr. H évap&n touv vrmoAoylopol BUD eival n évap&n tnc napaokevig. EQapudletal To GUVTOUSTEPO
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.

AVveEAPTNTN EAANVLKA KOl ayYALKH andédoon/opydvwaon otolxelwy TnG avaeepdpevng mNyng. Aev anoteAel enlonun petdgpaon fi éykpLon Tou
€kdOTN.

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/FMT/001 ACETATO DE ALUMINIO, SOLUCION DE

2003 | PDF pp. 2-3 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas/fn_2003_fmt_001.pdf
[2] FN/2003/PA/001 ACETICO GLACIAL, ACIDO

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_001.pdf
[3] PN/L/PG/002/00 INDUMENTARIA

Awabéoipo 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
[4] PN/L/FF/007/00 ELABORACION DE SOLUCIONES

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_007_00.pdf

[5] PN/L/CP/001/00 DETERMINACION DE PH
Awabéoipo kelpevo / Retrieved text | PDF pp. 1-5 | gc method | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_I_cp_001_
00.pdf

[6] 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] 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
[8] 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

[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
[11] 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
[12] USP - General Chapter <795> FAQs (official, updated 1 November 2023)

Updated 1 November 2023; retrieved 14 October 2026 | Q52, Q61-64; use with the applicable full chapter | Water-activity classification,
component dating and BUD documentation; general professional framework, not a Greek legal adoption or formula-specific study |
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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