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Kapakia onipovoAaktovng 0.5-25 mg Ph. Fr.

Spironolactone capsules 0.5-25 mg Ph. Fr.

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: 1 capsule / kaydkLo

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

ZrmpovoAaktévn 0.5-25 mg
Spironolactone

AaKTOTN povodSPLKNA g.s. capsule size 4 BA. moodTnTA /
Lactose monohydrate see quantity

MNeprypag@n okevaopatog / Preparation description

ZkANPG Kaypdkia: Kaydkia omnitpovoAaktévng 0.5-25 mg Ph. Fr.. MpdéoBeta KpLtripla epedviong dev
TEKUNPLWYOVTOL 0TO E€TAOBEY €LBLKO KelpEVO.

Hard capsules: Spironolactone capsules 0.5-25 mg Ph. Fr.. Additional appearance criteria are not established by
the specific text reviewed.

References: [1]

Apdaon kaiL xpon / Action and use
KaAtoouvtnpntikd dlovpnTiké/avtaywvlotig aAdootepdvng.
Potassium-sparing diuretic/aldosterone antagonist.

References: [1]

Mpobiaypagéc / Specifications
NeplekTikéTNTA 90-110%" opolopop@ia pdlac/mepLexopévou.
Assay 90-110%; mass/content uniformity.

References: [1]
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®wg / Light

Mo to TeAkd okevaopa n nyr opiCeL:
Mpootaoia and ewg.

For the finished product the source specifies:
Protect from light.

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTAOEPATNTAC 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
ZnipovoAaktévn: n avtiotowyn kabapr MPWTN OAN KaTd JP e{val mpakTikd adldAvtn oto veEPD.
Spironolactone: JP classifies the corresponding pure raw material as practically insoluble in water.

References: [4]

Yypaoia / Humidity

Agv dlveTal aplBunTiké 6pLo oxeTikiG vypaciag yla To TeEAkO okeDaopa. ATto@ebyovTtal SLaBpoxr MPWTWY LAWY
KOl HETAPOPA CUUMUKVWHUATWY 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 TEKPNPLWVETAL EMLTPENTH BEpUOKpaTLlakr amdkAlon i KOKAOG KatdyuEnc/andyuEnc. O Bepuokpaaieg
MOPACKEVHC Kol QUAAENC avapépovTal oTa avtioTolya medla.

No permitted temperature excursion or freeze-thaw cycle is established. Processing and storage temperatures are
stated in their respective fields.

References: [1]

pH kai cupBatoéoTnTa / pH and compatibility

Aev amnodidetal pH otnv Enpd popen. Tuxdv pH avaAuTikol ekXLA{OUATOC HETPATOL HOVO HE TNV KaBopLopévn
HéBobo.

No pH is assigned to the dry dosage form. Any analytical-extract pH requires the specified method.

References: [1]

AAAec aAAnAemidpaoselg / Other interactions

Agv opéxeTal MARPNG doKLUA cUPBATATNTAC TOL UiyHOTOC PE MPOoBeTA SPpaoTIKA 1] SlapopeTikd €kboxa. OL
LTIOKATAOTACELG analTolv XwpeLoTH Tekunpiwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.
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References: [1]

Elbika otowxeia ovotatikwy / Ingredient-specific information
ZnipovoAaKkTévn: MPWTn OAN LE XAPAKTNPLOUS SLOAVTOTNTAG OTO VEPS «TMPAKTLIKA adldAvTn» Katd JP.
Spironolactone: raw-material water solubility is classified as practically insoluble by JP.

References: [4]

MpooTtacia epyalopévwy / Staff protection

KaBapn pokpupdvikn epyaotnplakr evdupaoia, KEAvwn PaAALWY KOl YAVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvon/eBopd.

Xelplotelte TN TOyLon kot AstotpiBnon oe xwWpo/dldtagn mov neplopifel Slaomopd Koviwy, e mpootaaia
0QOAALWY- 0 TOMOG AVANVELOTIKAG MpooTaciag Kabopi(CeTatl and Tn cuyKekpLlpévn €KOeon.

Ma xelpopd tng emkivéuvng dpaoTkAG: KATAAANAN agplldpevn dldtagn ovykpdtnong, d0o Cebyn yoavTlwWy
XnueloBepamneiac motonoinuévng avtoxic Kot adlamépaotn modld plag xpAons: KAALYN HAAALWY/UTIOBNUATWY Kal
MPO0OETN 0POAAULKH/MPOCWTILKA 1 AVATVELGTLKY TPooTac(a cOPPWYVA e TNV €kBean Kat Tov T{vaka NIOSH.
Xelpovpykr pdoka 6gv LTOKABLOTE AVAMVEVOTIKA pooTaaia.

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.

For hazardous-active manipulation use appropriate ventilated containment, double tested chemotherapy gloves
and an impervious disposable gown; hair/shoe covers and additional eye/face or respiratory protection follow
exposure and the NIOSH table. A surgical mask does not substitute for respiratory protection.

References: [1], [3], [5], [8], [9]

ExTtipnon kivdovov / Risk assessment

H ompovoAaktévn nepthapupBdvetal otov NIOSH List 2024, Table 2, PDF 0. 32. H évbelgn
«developmental/reproductive toxicity only» e{vat No- 6ev onuaivel amovaia KwdOvou.

ZuyKekpLUEVN mapTida avaeopdq: 1 capsule / kawdkio. MPWTO CLOTATIKS: ZMPovoAakTdvn, 0.5-25 mg. EAEyETe
aveEdpTNTA TN XNUIKA Hoper, TIC HovAdeg Kal KABe KAludkwan mpv and Coywon.

H opotopopeia pdlac 6ev amodetkviel pévn NG opolopop@ia mepLexoévou. EAEYETE yewueTpk apaiwon,
€AdxLoTn COYLON, AMWAELEG OTA TOLXWHOTA KOl aptOud/pEyefog kKayakiwv. Atatnpriote dtakplth TavtdTnTA
LoYOWVY KATd MApWon Kol EMoAuavaon.

Kataypdyte yia Tnv Tomkr avdAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKeLa avolkTol
XELPLOMOD, MBAVEC 0600¢G €KBEONG KL AMOTEAETUATIKOTNTA TWY HETPWY eAEy)XOoL. AuTd elval atolyela elgédouv
NG aloAdynong: 6ev amnodibetal mMPOoYNUATIKOG TEAKOC BaBUdC KLwbEOvoU.

H ompovoAaktdvn nepthapBdvetatl atov Mivaka 2 NIOSH 2024. H Astotp{Bnon/avaulEn ekBétel oe 6paoTikr KOVL
Kot anattel Sldtagn ovykpdTnong pe katdAAnAo agplopd, Sladikaoia anopplnavong kot xwplath dlaxeipion
KataAo(nwv. AELoAoyrioTe avanopaywylkd Kivbuvo mpoowTmitkod Kot dLaoTtavpoluevn MUéALVON.

Znuelo eAéyyou amnodéopevong: aveEdptnTn enaAriBevon mg avd povéada, cuvoALlkol aplBuol HovEdwy Kat
MIkpOTEPNG T0YLONG. H opolopoppia palag v umokaBLoTd TNV opolopopeia MEPLEKTIKOTNTAC OToL auTH
anatteltatl. Kataypdyte dladoxr YEWHETPLKAG apai{waong Kol ano@uyr SlaxwpLopol KoOvLWV.

Spironolactone appears in the NIOSH List 2024, Table 2, PDF p. 32. The entry “developmental/reproductive
toxicity only” is No; this does not mean absence of hazard.

Reference batch: 1 capsule / kaydkuo. First ingredient: Spironolactone, 0.5-25 mg. Independently check chemical
form, units and every scale conversion before weighing.

Mass uniformity alone does not prove content uniformity. Check geometric dilution, minimum weight, wall losses
and capsule count/size. Keep strengths distinctly identified during filling and labelling.

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.
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Spironolactone is in NIOSH 2024 Table 2. Trituration/mixing exposes staff to active powder and requires suitable
ventilated containment, decontamination procedures and segregated residues. Assess staff reproductive risk and
cross-contamination.

Release checkpoint: independently verify mg per unit, total unit count and smallest weighable quantity. Mass
uniformity does not replace content uniformity when required. Document geometric dilution and prevention of
powder segregation.

References: [1], [2], [8], [9], [11]

ZuvOnkec mapaockevnG / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HopeAg Kal napTidag KdBs cuoTaTiKoD, KaTayPaer BEWPNTLKWY
MOGOTATWY KAl EAEYX0C KaBapLdTNTAC TOL EEOMALOUOV. OL BEPUOKPAOIEG Kal N oElpd MPOoodRKNC elval AVTEG TNC
nopokdTw Sladikaciag.

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

Aldpkela otnv nnyn: 6 HAVEG oTNV TINYA.

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

To 6pLo BLBALOYPAPLKAG ava@opd TnG napovoag £€kdoong elvat n cuvtoudTePN HETAED TNG MapaTdvw dLdpKeLag
nmNYAG Kat Tou yYevkoL oplov. MNa napdtaon anatte{tal TeKunEiwaon mov KAAOTTEL
5paoTIKA/EKDOXO/MEPLEKTIKATNTA, MEPLEKTN, Bepuokpacia, HEBOBO0 eVOELKTIKH OTABEPSTNTAC KaL, Yla LOATLKN
EMEKTAON, TNV AMOLTOOMEVN HIKpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia aglooyeital
XWPLOTAE 010 MAAPEG KE(PHEVS TNG.

Huepounvia xpriong = n evwpitepn emtpenth NUEpounvia and napaokevr + emAeyuévn dldpkela, AREELC TPWTWY
LAWY KaLl TUYXEY CLUVTOUOTEPO TEKUNPLWHEVO 6pLo. O xpdvog HeTA To dvolypa dev mapate{vel To ouvoAkd BUD. H
TEAKH NUEPOUNVI{O CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP T{BA PETA TOUG EAEYXOUG.

O yevikdG kavédvag amnoteAel ouvTNPENTIKS dpLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTidac. H katnyopia ovvdéeTal ye TNV TEAKA oOVOEON, TN CLVTAPNON KAl TG EMTPENOUEVEG BEPUOKpaTieC. H
T aw 6gv mpokLTTEL and To MoooaTéd vEPOL N TNV amMWAeLx KaTtd TV EApavon. MNa tekunpiwon xpnoluonotjote
SOP-014 kat F-006- ywa €161krj aw, SOP-017 kat F-012.

Ateukpivion USP: dev anatte{tal pétpnon aw yla kdBe pn otelpa napackevr. H katnyopia pnopel va tekunplwOel
and TNV akpLBr obvBeon Kal KATAAANAQ QVTLMPOCWTEVTIKA Mapadelypata: dtav n obvdeon elvat aBéRatn
oplakr, MPOTIPATOL EL6LIKA HETPNON HE KATAAANAN LUEBOBO. ZTNY napoloa ékGoan Hev umdpyel HeTPNUEVN aw OUTE
anodeapevpuévn moptida. H Sldpkela Tov TEALKOD OKELAOPATOC KaTd kKavdva 6ev vepBaivel To evamouévov BUD
TWY EVOWUATWHEVWY YAANVIKWY BAoswv/evolapéowy. EEaipeon xpetdletal €dikr attioAdynon 6Tl dgv
ennpedletal SUOPEVWG N PLOLKH, XNHULWKA A HIKkpoBLoAoyLkA moldTnTa. Kataypdyte YWPLoTd TEAKS 6pLo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPEOWY KAl TPAYHATIKA nuepounvia ARENG Toug.

Period reported by source: 6 months in the source.

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
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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 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: [1], [6], [7], [10], [12]

Mpoamaitovpeva / Prerequisites

Aev anatteltal xwploth Bdon pe KwdKS uNTPWOoL. Tuxdy EUMOPLKS OYNUO TTAPAUEVEL TO AKPLBEC KATOVOUXTOUEVO
npotév touv nivaka.

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

References: [1]

EEomAlonog / Equipment

Zuyog, youdi{/Omepog, KOOKLVO, GUOKELH TARPWONG TOU KABOPLOEVOU PEYEOOLG KawaKiwy, EEOTALOUOG EAEYXOL
péCac/opolopopeiag.

Balance, mortar/pestle, sieve, capsule filler for the specified shell size and mass/uniformity QC equipment.

References: [1]

M£0060¢ mapaokevng / Compounding method

Kookwiote ota 125 pm, avaulEte Kal mMAnpwoTte Kaydkla 4. Anattobvtol =75% cwpatidla 6paoTikAg <15 um kat
AaKkTéTNG <400 um.

Sieve at 125 um, blend and fill size 4 capsules. Require =75% active particles <15 um and lactose particles <400
pm.

References: [1]

MNapatnpnioelg / Observations

H teAkr moodtnta eival n Bdon tou mivaka obvBeong. Kataypdeovtal mpayuaTik anddoon, Tuxév anwAELEC Kal
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]

MepLékTnG KalL cvokevaoia / Container and packaging

EmAoyn yia Tomkr a&loAdynon: KaAd KAELOTOG ENpdG MEPLEKTNG KATAAANAOG YLt TN Hop@r. Mpw and MARpwaon
eAéyyovTal KaBapldTnTa, akePAldTNTA, OTEYAVOTNTA KAl CUPBATOTNTA LALKOU/MWHATOC. H €81k povoypapia
€V TEKUNPLWVEL OCLUYKEKPLUEVO EUTIOPLKO TIEPLEKTN.

Selection for local assessment: well-closed dry container suitable for the dosage form. Check cleanliness,
integrity, closure and material compatibility before filling. The specific monograph does not validate a particular
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commercial container.

References: [1]

MoloTikog éAeyxocG / Quality control

Opotopopeia pdcag Ph. Eur. 2.9.5 kat mepltekTikOTNTAG 2.9.6. NMpoodloplopdc ue pébodo A (HPLC) i B tou
Keluévou- ae dlapwvia vmeployel N A. H mApNnG mpoeToldaoia, N KATaAANAGTNTA CLUOTAHUATOG Kal Ta MPdTLUTA
TNG OLYKEKPLHEVNG BPAOTIKAC amatToOVTAL TIPLY TNV EKTEAEDN.

H néBodog, 1o 6pLo amodoxAC, N MPAYHATIKA T Kol 0 EAEYKTAC KaTtaypdeovtal xwplotd oto F-005. Anotuyia
kplowng npodiaypagric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavdAnyn eAéyxwv xpetdletal
alttloAdynon.

Mass uniformity Ph. Eur. 2.9.5 and content uniformity 2.9.6. Assay using source method A (HPLC) or B; A prevails
in a dispute. Full preparation, system suitability and drug-specific reference standards are required before
execution.

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]

®0Aain / Storage
Mpootacia and wc.
Protect from light.

References: [1]

A1aOeon / Dispensing

Xoprynon otnv akplBri cuvtayoypa@nuévn mMePLEKTIKOTNTA. Mo LYPA, XpNolomolioTe KATAAANAN
BaBuovopnpévn cbpLyya and Tov oTOUATOG: KATaypAYTe 880N Kol ouxvETNTA amd TN CLVTAYH.

Dispense the exact prescribed strength. For liquids use a suitable graduated oral syringe; record dose and
frequency from the prescription.

References: [1]

EmioApavon / Labelling

Kawdkia ompovoAaktévng 0.5-25 mg Ph. Fr.

And Ttov oTOUATOG

Moodétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviig / 66on / ouxvéTnTOo:

®VOAaEN: Mpootacia and ewg.

©eppokpaoia yla To BUD auTtAg tng naptidag:

Spironolactone capsules 0.5-25 mg Ph. Fr.

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:
Storage: Protect from light.
Temperature for this batch BUD:

References: [1]
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v9_controls / v9_controls

To apBunTiké 6plo oto apyelo elval pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €YEL
opltotel BUD mpayuaTikAc mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBrigc obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N GUAAEN Kol Ta aTolxela eAéyyou PEMEL val YKPLOODVY YLl TN CUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapEn tng napaokevig. Epapudletal To GUVTOUGTEPO
TEKUNPLWHEVO 6PLo, PE XWPLOTO €AeyY0 BLdpKeELaG HETA TO dvolypa. Ta dpla USP elval texviké mAaiolo kat dev
napovotdfovtal 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.

AVEEGPTNTN EAANVLKA KOl ayYALKH andédoon/opydvwaon oTolxelwy TNG avaeepdpuevnc mNyng. Aev anoteAel enlonun petdgpaon fi €ykplon tTov
€kdOTN.

Independent Greek/English adaptation and organisation of facts from the cited source. This is not an official translation or publisher
endorsement.

Mnyéc katL mapamnounég / Sources and references

[1] Gélules de spironolactone 0,5 a 25 mg (2021) (08/01/2021)

2021 | PDF pp. 1-4 | master formula | 2026-10-14
https://ansm.sante.fr/uploads/2021/03/25/gelules-de-spironolactone-0-5-a-25-mg.pdf

[2] NIOSH List of Hazardous Drugs in Healthcare Settings, 2024

AwaB€otpo kelpevo / Retrieved text | PDF pp. 1-40 | raw material or occupational | 2026-09-10
https://www.cdc.gov/niosh/docs/2025-103/pdfs/2025-103.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] MHLW - Japanese Pharmacopoeia XVIII: Spironolactone

JP XVIII, 2021; English text | Printed p. 1737; 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]1 NIOSH List of Hazardous Drugs in Healthcare Settings, 2024

2024 list; publication 2025-103 | Table 2, printed pp. 17 and 22 | Clobazam and spironolactone listing; not a potency or therapeutic efficacy
ranking | 2026-09-12

https://www.cdc.gov/niosh/docs/2025-103/pdfs/2025-103.pdf
[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
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