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CGR-BE-014 | 10.0

Kapydkia omipovoAaktovns 25 mg FTM

Spironolactone capsules 25 mg FTM

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: 20 capsules

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

ZrmpovoAaktévn 500 mg
Spironolactone

ApalwTIKO A FTM g.s. 20 capsules BA. mogdtnTa / see
Diluent A FTM quantity

MpoanaiToVpeva / Prerequisites
CGR-BE-001 Diluent A FTM - lactose

Meplypa@n okevaopatog / Preparation description

ZkANPA Kaydkia: Kaydkia omipovolaktévng 25 mg FTM. MpdoBeta KpLThpLla ELPAVIONG BEV TEKUNPLWYOVTAL OTO
eEeTaoBEY €1OLKO Kel(uevo.

Hard capsules: Spironolactone capsules 25 mg FTM. Additional appearance criteria are not established by the
specific text reviewed.

References: [1]

Apaon kaL xpron / Action and use

KaAtoouvtnpntikd dlovpnTikd o€ emAeypéva Kapdlayyelakd oxfiuata- anotte{tal moapakoAovdnon
KaAlov/vepplkAg Asttoupylag.

Potassium-sparing diuretic in selected cardiovascular regimens; potassium/renal monitoring is required.

References: [1]

Mpobiaypagéc / Specifications

H o0vBeon kat n TeAkr moogdTnTa akoAovBolv Tov nivaka (20 capsules). Agv dlveTal edikd aplOUNTIKS £0POG
assay, JhlkpoBLlakol goptiov i pualtkoxnuikod eAéyxov 0To eEcTaoBéy £161KO Kelpevo: dev anodidetal avbaipeTto
oplo.
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Composition and final quantity follow the formula table (20 capsules). The reviewed specific text gives no
numerical assay, microbial-count or physicochemical acceptance range; no unsupported limit is assigned.

References: [1]

®wg / Light

Agv MapéxeTal 6K PWTOOTABEPOTNTA TOL TEALKOD TMPOIOVTOC. H aMaLTOOUEVN QWTOMPOCTAC( TOL MEPLEKTN,
epooov opiCetal, avagépetal otn POAaEN.

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

References: [1]

Aépac kKat o€eidbwon / Air and oxidation

Agv ToPEXETAL HEAETN OEEWOWTIKAG 0TaBEPAOTNTOC TOL TEALKOU HiyHaTog o0Te anaitnon adpavolc atudopalpag.
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 SiaAvtoTnTa / Water and solubility
IrmpovoAaktévn: n avtiotolxn kabaph mpwTn VAN KaTd JP elval mpakTikd adldAvtn aTo vePS.
Spironolactone: JP classifies the corresponding pure raw material as practically insoluble in water.

References: [4]

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:
KatdAANAoG kKAeloTédG MepLékTng, 15-25 °C.

For the finished product the source specifies:
Suitable closed container, 15-25 °C.

References: [1]

pH kait cupBatéTnTa / pH and compatibility

Agv anodidetal pH otnv Enpd poper. Tuxév pH avaAvTIKOD EKXLAIOHATOC HETPATOL HdVO LE TNV KaBoPLoUEVN
uéBobo.

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

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
ZMLPOVOAAKTAVN: MPWTN VAN UE XOPAKTNPLOUS SLAALTOTNTAG OTO VEPS «MPAKTIKA adldAvtn» Katd JP.
Spironolactone: raw-material water solubility is classified as practically insoluble by JP.

References: [4]

Mpootacia epyalopévwy / Staff protection

KaBapr HoKpLUPAVIKN EpyaoTnplakn evdupaoia, KEAALYN HAAALWY Kol YAVTLa KaTd Tov XELPLopUd. AAAQYH YOV TLWV
METE and enudAvvon/eBopd.

Mo xelptopd tng emkivéuvng dpaoTIkAG: KATAAANAN agplldpevn dldtagn ovykpdtnong, 80o Cedyn yoavTlwWY
xNHeLoBepaneiag motonoinuévng avtoxig kat adlanépaatn nodid piag xprAong: kKEAvwn HAAALWVY/LTTOdNUATWY Kot
nP6a0eTn 0QPOAAULKA/MPOCWTILKA | avamvevLoTLKH pootacia cOp@wva Pe TNy €kBean Kat Tov mivaka NIOSH.
Xelpovpytkr pdoka 6gv LTTOKABLOTA AVATVELOTIKA pooTaa(a.

Clean long-sleeved laboratory clothing, hair covering and gloves during handling; change gloves after
contamination or damage.

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: [11], [3], [5], [8], [9]

EKTipnon kKivdéovovu / Risk assessment

H ompovoAaktédvn nepthapupdvetal gtov NIOSH List 2024, Table 2, PDF a. 32. H évdelgn
«developmental/reproductive toxicity only» e{vat No- 6ev onuaivel amovaia Kwdovou.

ZuykekpLuévn napTtida avagopdc: 20 capsules. MpwWTo cvoTaTikd: ZnpovoAakTévn, 500 mg. EAEYETE aveEdpTnTa
TN XNUWKA Hopor, TG HOVADBEC Kal KABE KALUAKwaon mpwv amnd CoyLon.

H opotopopeia pdlac 6ev amodetkviel pévn NG odolopopdia mepLlexonévou. EAEYETE yewpeTplk apaiwaon,
eAdxloTn QUYLON, AMWAELEG OTA TOLXWHOTO Kat aptBud/uéyebog Kayakiwv. AlatnpAoTe dlakpLth TavTdTNTA
LoXVWV KaTtd MARPWON Kal EMGApovon.

Kataypdyte yia tnv Tomkr avédAvon noagdtnta avd napaokevr, ouxvotnta epyaciog, didpKela avolkTol
XELPLOUOD, TBAVEG 0600G €KBEONG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYXOL. AuTd elval atolxela elgédouv
NG agloAdynaong: 6ev amodibeTal MPOoYNUATIKOC TEALKOG BaOUSC KlvdOvou.

H ompovoAaktédvn nepthapBdvetatl atov Mivaka 2 NIOSH 2024. H Astotp{Bnon/avaulEn ekBétel oe 6paaTikr KOVL
Katl anottel dSldtagn ouykpdtnong He KATAAANAo agplopd, dladikaoia anmoppinavong Kot xwplotr dlaxelplon
KatoAolnwv. A§LOAOYAOTE avanapaywylké K{vduvo MPoowTtikod Kot SlaoTavPoOEVN ETLHOALYON.

Znuelo eAéyyou amnodéopevong: aveEdptntn enaAriBevon mg avd povéada, cuvoALlkol aplBuol HovEdwy Kat
MkpdTEPNG TOYLONG. H opolopoppia padlag ev umokaBLoTd TNV opolopopeia meplekTIKOTNTAC OTOL ALTH
anatte(tal. Kataypdyte Sladoxr YEWHETPLKAG apaiwaong Kal anoguyr SlaxwpeLopod KovLwy.

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: 20 capsules. First ingredient: Spironolactone, 500 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.

Spironolactone is in NIOSH 2024 Table 2. Trituration/mixing exposes staff to active powder and requires suitable
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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 nmapaokevng / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HOPEAG Kal mapTidag KkdBe cuoTaTikoD, KaTaypaer BEWPNTIKWY
MOCOTATWY KAl EAEYX0G KaBapldTnTac Tou eEoMALONOD. OL Bepuokpaoieg Kal N oelpd mPoodrikng elvatl aVTEC TNG
nopakATwW 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]

Texkpnpiwon BUD / BUD rationale

ALdpKELD 0TNY TINYA: 2 PMAVEG.

H dudpkela avtr elvatl 0dnyla TNG CUYKEKPLUEVNG QappaKoToLaG/MNYAG. ZTOV MapovTa EAeyx0o dev emaAnBe0TNKE
MAAPNG TPWTOYEVAC MEAETN TIOL VO TEKHUNPLWVEL TAVTOXPOVA XNHLKH, QUOLKH Kol UIKPOBLOAOYLKA EMEKTAON TNG
(6lac TeAkig obvBeonc.

EmAeyéVOG YEVIKOG Kavivag: €éwg 180 nuépeg atoug 20-25 °C yla otepen A 1N LOATIKA PN MOOLUN HoPPH, UE
TeEKUNPLWHEVN aw <0,6. H apyikr modtnta/vypaoia, n npootacia and e{codo vepold Kal N PLOLKA KATAAANASTNTA
npénel va vrootnpi{Couv auth TNV Katnyoplia.

To 6plo BLRALOYPAPLKAC ava@opdc TnG napoloac ékdoong lval n cuvtopdTteEPn HETAED TNG Mapamdvw SldpKeLag
MNYAC Kal Tou yevikol oplov. MNa napdtaon anatte{tal TekunPiwon mov KAADTITEL
OpaCTIKA/EKBOYQ/MEPLEKTIKOTNTA, MEPLEKTN, Beppokpaaia, HEBOBO EVOELKTLKY OTABEPATNTAG KaL, YL LOATIKA
EMEKTAON, TNV AMALTOOMEVN HikpoBLloAoyLkr Tekunpiwon. Epapupootéa enionun USP-NF povoypagia agloAoyeital
XWPLoTd oTo NMAAPEeC Ke{eVS TNG.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and noapackevr + emAeyUévn dldpKela, AREELC MPWTWY
LAWY KoL TUXGY CLVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog HeETA To dvolyua dev mapatelvel To ocLVoALké BUD. H
TEALKA NUEPOUNVI{X CUUMANPWVETAL YL TN CLYKEKPLUEVN TIOPTIBA HETE TOUC EAEYYOULC.

O yevikdG kavédvag anoteAel ouvTNPENTLIKS dpLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTtidac. H katnyopia cuvdéeTal he TNV TEAKA oOVBEDN, TN cUVTAPNON KAl TG EMTPENOUEVEG BEpUoKpaoiec. H
TIUA aw 6gv MPOoKOMTEL amnd TO MOGoaTO VEPOUL H TNV AMWAELX KATA TN Efpavan. MNa tekunpiwaon xpnoluonotiote
SOP-014 kot F-006- yia €16ikr} aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yia kdBe un otelpa napaockevr. H katnyopla pnopel va TeKUNpLwOEel
and TNV akpBri obvBeaon Kal KATAAANAQ AVTUTPOOWTELTIKE apadelypata- étav n obvbeon elvat aféBaln A
0PLOKH, MPOTIHATOL ELBLKA HETPNON HE KATAAANAN PEBODO. ZTNV Mapoloa €kdoon dev LTIAPYEL HETPNUEVN aw OVTE
anodeapevpuévn moptida. H Sldpkela Tov TEALKOD OKELAOPATOC KaTd Kavdva 6ev vepBaivel To evanouévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evBlapéowv. EEaipean xpetddetal eIk attioAdynon 4tL dev
ennPEedfeTal SBLOPEVWC N PLOLKN, XNHLKA 1] HIKpoBLloAoylkr moldTnTa. KataypdyTte XwpPLoTd TeAKS 6plo,
nUeEpoUNvia MOUPAOKELAG TWY EVOLOPETWY KAl TIpayHaTik nuepounvia ARENG Toug.

Al6pBwan apBuntikoL oplov v9: n Ny 6{vel 2 nuepoAoyLakoUG HAVEC. MNa oTtabepd apltBUNTIKS 6pLo avapopdc
EMAELYOVTOL OLVTNPNTIKE 59 NUEPEG, WOTE va PNV uiepPaiveTal 0 GUVTOUOTEPOG AVTIOTOLXOG NUEPOAOYLAKEG
XPOvog. AuTé elval oOuBacn tng €kdoong, OxtL HETABOAA TNG MNYrG A véa MelpapaTikh Tekunpiwaon. To 6pLo 180
NUEPWY TNG Katnyoplag dev vneploxdeL Tov cuvTopdTEPOL oplov TNG MNYHC.

Period reported by source: 2 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 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.
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Extension needs matching active/excipients/strength, container, temperature, a stability-indicating method and
the required microbiological evidence for agueous 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 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.

v9 numerical correction: the source specifies 2 calendar months. This edition uses a conservative fixed reference
ceiling of 59 days, avoiding extension beyond the shortest corresponding calendar span. This is an editorial
conversion convention, not a source amendment or new experimental evidence. The 180-day category ceiling
does not supersede the shorter source period.

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

Mpoamaitovpeva / Prerequisites
Diluent A FTM - lactose: CGR-BE-001
Diluent A FTM - lactose: CGR-BE-001

References: [1]

E€omAlopog / Equipment

Zuyo¢, youdi{/dnepog, KOOKLWO, GLUOKELH MARPWONG TOL KABOPLOUEVOU PEYEBOLC KayaKiwy, EEOTMALOUOG EAEYYOL
palac/opolopopeiag.

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

References: [1]

M£0060¢ mapaokevng / Compounding method

Tonobetriote nepinov 1 g apatwTtikoL ato tydlo. Mpoobéote Ta 500 mg SpaocTikAg Kat avauite. MpoodlopiloTe
TOV amoLTOOHEVO OYKOo He BaBuovounuévn xwpnTikétnta 20 Kayaki{wv xwplc cuumnieon. MpooBéaTte apalwTLKG,
enavavau{ETe Kal MANPWOTE.

Place about 1 g diluent in the mortar. Add 500 mg active and mix. Determine fill volume from the calibrated
capacity of 20 capsules without tamping. Add diluent, remix and fill.

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]

MNepLéKTNG KaL ovokevaoia / Container and packaging

KatdAAnAog kAeloTdG mepLléktng, 15-25 °C.
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Suitable closed container, 15-25 °C.

References: [1]

MoloTikog éAeyxocG / Quality control

ontikA €€€Taon eUEEvLoNnG, OLOLOYEVELXG/CVOOWHATWHATWY Kot TEAKAG pdlag. Agv evtoni{oTnke €WBLKA
EMKVPWHEVN AVAALTIKE UEB0OOC YL TO TEALKS Uiypa oTtnv mnyr. OL MPOTEWVOPEVOL EVEOTIOPACTKEVATTLKOL EAEYYOL
bev vmokaBloTolVY assay rj HikpoBLloAoyilkd éAeyyo Tav amnattodvTal.

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.

Inspect appearance, uniformity/aggregates and final mass. No specific validated analytical method for the
finished mixture was located in the source. These proposed in-process checks do not replace assay or
microbiological testing when required.

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
KatdAAnAog kAelotédg neptéktng, 15-25 °C.
Suitable closed container, 15-25 °C.

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 omipovoAaktédvng 25 mg FTM

And Ttov oTOUATOG

Moodétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviig / 66on / ouxvéTnTOo:

®OAaEN: KatdAANAOG KAELOTOG EPLEKTNG, 15-25 °C.
©eppokpaoia yla To BUD auTtAg tng naptidag:

Spironolactone capsules 25 mg FTM

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:
Storage: Suitable closed container, 15-25 °C.
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] Formulaire Thérapeutique Magistral, édition 2010 - E-I-1-a-1

2010 | PDF pp. 521-522 | master formula | 2026-10-14
https://www.fagg-afmps.be/sites/default/files/content/Matieres_premieres/FTM_Pharmaciens_Edition_2010.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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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

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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