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AwaCo&eidbn 10 mg/mL - MOOIHO EvaLwPNHa

Diazoxide 10 mg/mL oral suspension

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: 100 mL

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

AlaCoge(dn, kaydkia 100 mg 10 kawdkLla / capsules
Diazoxide 100 mg capsules

Oral Mix, éxnua g.s. ad 100 mL
Oral Mix vehicle

MNeprypag@n okevaopatog / Preparation description

Méouo evalpnua TNG avaypaedpevng obvbeang. To eOAA0 IWK 6ev 6ilvel mpodlaypaen
XPWHATOG/00UAG/LEWBOULG.

Oral suspension of the listed composition. The IWK sheet does not specify colour/odour/viscosity.

References: [1]

Apaon kaL xpron / Action and use

AVTILETWTILON LITEPLVOOUALVOLULKAG LITOYALKOLU{aC.
NAnpogopla ywa tn 6pacTikh and emoruavon GAAOL MPOIGVTOC: 6V TEKUNPLWVEL TN oTtabepdTnta f Soocoloyia
ouToD TOL YOANVIKOD OKELAOUATOG.

Management of hyperinsulinaemic hypoglycaemia.
Active-drug context from another product’s labelling; it does not establish stability or dosing of this compounded
preparation.

References: [2]

Mpodiaypagic / Specifications

Agv d{vovtal eldlkd aplBunTkd dplta QC. Tormikd va KaBopLaTolv OUOLOYEVELD, avadlaomopd Kol KpLThpLa
anobdéapevong.

No numerical QC criteria are given. Define local homogeneity, redispersibility and release criteria.

References: [1]
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®wg / Light

Mo to TeAkd okevaopa n nyr opiCeL:
Kexplunopdxpwo mAaotikd eLaAidlo, mpootacia and ewc. WOEN i Beppokpacio dwuatiov. Asv 6lvetal
apBuNTIKS €0poc Bepuokpaaiac.

For the finished product the source specifies:
Amber plastic bottle, protected from light. Refrigerate or room temperature. No numerical temperature range
stated.

References: [1]

Aépac kKal o€eidbwon / Air and oxidation

Agv opEYETAL HEAETN OEEWOWTIKAG OTABEPATNTAC TOL TEALKOU HiyHaTog o0Te anaitnon adpavolc atudopalpad.
Tnpeltatl 0 mepLEKTNG TNG MNYHAG.

No oxidative stability study of the finished mixture or inert-atmosphere requirement is provided. Use the source
container.

References: [1]

Nepo kat SuaAvtoTtnTa / Water and solubility

Agv dlveTal mOooTLKS 6pLo LEPOAVTLKAG OTABEPATNTAG TNG OLYKEKPLUEVNG olvBeanG. H mogdTnTa Kat modtnTa
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 SlveTal apBUNTIKS dpLo OXETLKIG LYPAT(AGC YL TO TEALKO oKeDaTUA. AToQebyovTal dLaBpoxr 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

A€V TEKUNPLWVETAL ETILTPENTH BepPokpaotakn anmdkAlon i KOKAOG KatdywuEnc/amdyuEng. OL Bepuokpaaieg
MaPAOKELHG Kal QUAAENG avapépovTal ota avtioTola nedia.

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

References: [1]

pH kai ouppatotnTa / pH and compatibility

Agv op{CeTtat €8Lkd €0pog pH TOL TEALKOU OKELATUATOG. Agv TipooT{BeTal pLOULOTAG PH XWPIG TEKUNPLWHEYVN
aAAayr TnG obvBeang.

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 napéxetal TAAPNG SoKLUA cuuBaTdTNTAC TOU UiyHaTOoG HE MPdobeTa dpaoTIKA 1 dLagopeTikd €kGoya. OL
LTIOKATAOTAOELG AMALTOOY XWwPLoTH TeKUNpiwon.
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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:

¢ AlaCo&e(dn, kaywdkla 100 mg: 10 kaywdkia / capsules.

¢ Oral Mix, éxnua: g.s. ad 100 mL.

OL dnAwpéveg popeEg/moldTnTEG avrjkouy aTnY akpLBr cbvbeon Tng MNYAG.

Identity and weighing basis:

 Diazoxide 100 mg capsules: 10 kaydkLa / capsules.

¢ Oral Mix vehicle: q.s. ad 100 mL.

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

References: [1]

Mpootacia epyalopévwy / Staff protection

Kabapr HOKpLUPAVLIKN EpyaoTnplakr evdupaoia, KEAALYN HAAALWY Kol YAVTLa KaTd Tov XELPLoUS. AAAQYH YOVTLWV
METE and enudAvvon/eBopd.

Xelploteite TN COyLON Kot AstotpiBnon oe xwpo/dldtagn nov neplop(Cel Sraomopd Koviwy, e mpootacia
0POAANWY: 0 TUTOG AVATIVELOTLKAG pooTaciag kabopietal and Tn CuyKeKPLEVN £KOeON.

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], [3], [4]

EKTipnon kKwvéovovu / Risk assessment

ZuykekpLuévn maptida avagopdc: 100 mL. MpwTo ouoTaTiké: AlaloEe(dn, kaydkia 100 mg, 10 Kawdkla /
capsules. EAéyETe aveEdpTnTa TN XNUKA HOPQH, TIC HOVAdEC Kal KABe KALMAKwaoN Tipwv amnd Toylon.

Kpl{olo teAlkd xapaktnploTiké elval n enavadlaomnopd: opoyevonotjote nptv and vnodlaipean, eAEYETe okANpPO
{Cnua kat emaAnBebote 6Tl N BaBuovounuévn oTOPATIKA cUPLYYQ HETPE TOV anatToOHEVO OYKO XWP(G
anéppagn/aépa. H Slabyela 6ev e{val KpLTAPLO AMOdOXAC EVALWPHUATOGC.

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 mMPooXNUATIKOG TEAKOC BaBUdC KLwbdOvoU.

AlaCoEe(bn: viepyAvkatpia Kol KATOKPATNON LYPWVY: €XEL EMONUAVOE( MVELUOVLIKY LTTEPTAON OE VEOYVA/BPEPN.
EAEYETE TNV akpLBr) oLYKEVTPWON KAl TO KAWLIKS OY€BL0 mapakoAovBNnong.

Znuelo eAéyyou anodéopevong: delypa and avtinpoownevTikd onuela kat and tnv apxi/TéEAog NARPWONG, UE
Kataypaer Kabilnong f dlaxwplopol Kat enavadlaonopdc. EAEYETe OTL N mpoBAEnOUeEVN AfYn amodi{beL TNV
QMOLTOOHEVN MOCOTNTA: N EEWTEPIKNA opolopop@ia pévn TG 6gv amodelKVOEL opoLopopPla BPACTIKNAC.

Reference batch: 100 mL. First ingredient: Diazoxide 100 mg capsules, 10 kaydkla / capsules. Independently
check chemical form, units and every scale conversion before weighing.

Redispersibility is critical: homogenise before subdivision, check for hard sediment and verify that the graduated
oral syringe delivers the required volume without blockage/air. Clarity is not an acceptance criterion for a
suspension.

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.

Diazoxide: hyperglycaemia and fluid retention; pulmonary hypertension is a labelled risk in neonates/infants.
Verify exact strength and the clinical monitoring plan.
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Release checkpoint: sample representative locations and early/late filling; record settling or separation and
redispersibility. Verify delivery of the intended amount; visual uniformity alone does not demonstrate API
uniformity.

References: [11], [2], [8], [10]

ZuvOnkec mapaokevng / Compounding conditions

Mpw amnd avduEn: Tavtonolnon XNUIKAG HopeA¢ Kal mapTidag kABe cuoTATIKOD, KaTaypaer BEWpPNTIKWY
TMOCOTATWY Kal £AgyX0G KaBapldtnTtag Tov e§omAlopol. Ot Beppokpaaieg kat n oelpd npoadrikng elval auTéG TNG
nopakdTw 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

Aldpkela atnv mnyn: H nnyrf dnAwvel otadepdtnTa 90 NUEPWY LTO TLG MAPATIAVW CLVORKEG.

MAAPEG Kelpevo: dLaloEeldn 10 mg/mL and kawdkia o€ Oral Mix, Kaotavd PET 1| MAAOTIKEC OTOUATIKEC OUPLYYEG,
51 25 °C: =90% apXlkAC ouykévTpwaong entl 90 nuépeg. Mapatnpidnke kKaBICnon and TNV 7n NUEPA, AVATTPEWLUN
ME avakivnan. Aev €ywve Sokiur anoteAeodaTikéTNTAG cuvThPnong. H mapaAAayr] and mpwtn OAN nepLeiye
YAUKEPSOAN Kat dev TavTiCeTaL HE TNV Mapolaa.

EMAEYEVOG YEVIKOG KOVOVAC: €WC 35 NUEPEC YL LBATIKA HOPPH HE KATAAANAO 0OOTNUA CLUVTHPNONG OTNY TEALKA
obvBeon Kat pH. Xpnaowonotjote 20-25 °C, i 2-8 °C pévo étav n nnyr to enmtTpénel/anottel Kat N popen
MoPAUEVEL KATAAANAN. Aev enapke( N ovopaoia evdc ouvtTnENTIKOL £4v aLTO €xel apalwbel, adpavorotnOel
peTaepBel o GAAN @don.

To 6plo BLRALOYPAPLKAG ava@opdc TnS nmapoloac ékdoong lval n cuvtopdTeEPN HETAED TNG Mapandvw dldpkeLlag
TNYAG Kal Tou YeVLKoL oplov. MNa napdtaon anotte{tal TeEKunpiwan mov KAAOTTEL
SpaoTIKA/EKBOXQ/MEPLEKTIKOTNTA, MEPLEKTN, BepoKkpaaia, HEO0BO0 eVOELKTIKH OTABEPSTNTAC KaL, YLa LOATLKN
EMEKTAON, TNV AMALTOOMEVN HikpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia aglooyeital
XWPLOTA 0To MARPEC KE(PeEVS TNG.

Huepounvia xpriong = n evwpitepn emtpenth nUepounvia and napaokevr + emAeyuévn dldpkela, AREELC TPWTWY
LAWY KoL TUXGY CLVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog HETA To dvolyua dev mapaTteivel To cLVoAlké BUD. H
TeAKA NUEPOUNV{O CUUMANPWVETAL YLA TN CLYKEKPLUEVN TTaPTIBA HETE TOLG EAEYXOULG.

O yevikdG kavédvag anoteAel ouvTNPENTLIKS dpLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTidac. H katnyopia ovvdéeTal pe TNV TEAKA oOVBEDN, TN cuVTAPNON Kal TG EMTPENOUEVEG BEpUoKpaaieg. H
TR aw 6gv MPOoKOMTEL amnd TO MOG0CaTO VEPOUL | TNV AMWAELX KATA TN Efpavan. MNa tekunpiwaon xpnolonotiote
SOP-014 kat F-006- ywa €161k} aw, SOP-017 kat F-012.

H USP 6ev amnattel uétpnon aw oe KadBe pn otelpo napaockebaopa. H tekunpuwpévn tagvéunon tng
OLYKEKPLEVNG oVvBeaNnG pnopel va xpnotpomole{tat wg 0dnyd¢: kataypdeeTal pnTéd WG eKTiNON Kot OXL WG
pétpnon. Auei{BoAn r oplakr tagwéunon anattel €6kd TEKPAPLO A KATAAANAN HéTPnon. H nuepounvia TeAkol
okevdopaToc 6ev vepPBaivel Tn SlaBéoun NUEpounvia TwWy AN MUPACKEVATUEVWY CLOTATIKWY/BACEWY, EKTOC Qv
€xeL vloBeTNBel emapkrg e8Ik TeKUNP{woN yla TNV akpLBr] TeAk obvBean.

Period reported by source: Source states 90-day stability under those conditions.

Full text: diazoxide 10 mg/mL from capsules in Oral Mix, amber PET or plastic oral syringes, 5 or 25 °C: 290%
initial concentration through 90 days. Sedimentation occurred from day 7 and reversed on shaking. No
preservative-effectiveness test was performed. The bulk-powder variant added glycerol and is different from this
formula.

Selected general rule: up to 35 days for an aqueous form appropriately preserved in its final composition and pH.
Use 20-25 °C, or 2-8 °C only where permitted/required by the source and compatible with the dosage form. A
preservative name is insufficient if it is diluted, inactivated or partitioned into another phase.

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: [11], [5], [6], [7], [9], [11]

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

Avo(ETe Kal AsloTtplBoTe To meplexduevo Kayakiwv. AlaBpéEte pe nepimov 10 mL oXAPATOC KOL OLOYEVOTIOLHOTE
o€ ndota. NMpooBEéoTte oTABLAKE dYXNMA, LETAPEPETE OE OYKOUETPLKS MEPLEKTN KL CUUMANPWOTE OTOV TEALKS OYKO.
AvauETe Kot OLOKELAOTE.

Empty capsules and pulverise contents. Levigate with about 10 mL vehicle, dilute progressively, transfer to a
graduate and make to final volume. Mix and package.

References: [1]

Napatnpnoclg / Observations

®OANO IWK 13/06/2017- 0 dnudoLlog KaTtdAoyoc SnAWvel avadewpnon évavtt NAPRA. H avagepduevn otabepdtnta
bev 1ooduvapel pe eykekplpévo tomkd BUD. Atatnpriote to akplBEG dxnua Kat a&LloAoyrjote TNy TeKUnpiwon.

IWK sheet 13/06/2017; public index reports NAPRA review. Stated stability is not an approved local BUD. Retain
the exact vehicle and assess supporting evidence.

References: [1]
MeplékTnG KaL ovokevaoia / Container and packaging
dalok{tpvn MAACTIKA QLEAN.

Amber plastic bottle.

References: [1]
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MowoTikOG éAeyxoG / Quality control

Agv dlvovTal eldkd aptBunTkd épla QC. Tomkd va KaBopLaToOY OPOLOYEVELA, avaSLaoTIOPd KAl KPLTHPL
anodéaevonc.

H uébodog, to éplo amodoync, N MPAYHATIKI TIUA KoL 0 EAEYKTAC KaTaypdgovTal XwploTd ato F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavdAnyn eAéyxwv xpeltdleTal
attoAdynon.

No numerical QC criteria are given. Define local homogeneity, redispersibility and release criteria.

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], [10]

®0Aagn / Storage

Kexplunopdyxpwuo mAaoTiké @LaAidio, mpootaoia and wc. WOEN rj Bepuokpaoia Swuatiov. Agv diveTatl
apBuNTIKS €0poc Bepuokpaaiag.

Amber plastic bottle, protected from light. Refrigerate or room temperature. No numerical temperature range
stated.

References: [1]

Awa0eon / Dispensing

Xopriynon otnv akpLpri cuvTayoypaPnUéVN MEPLEKTIKOTNTA. Ma LYPA, XPNOLHOTIOLOTE KATAAANAN
BaBuovounuévn cbpLyya amd tov oTdUATOC: KaTaypdyte 60N Kal cuxvdTNTA 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]

Enmionpavon / Labelling

AlaCo&e(dn 10 mg/mL - méopo evalwpnua

Ané tTov oTéUATOG

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AobBevric / 6éan / ouyvéTnTa:

DOAaEN: Kexplunapdxpwpo mMAAoTLKO @LaAiblo, mpootacia amd ewc. WOEN | Beppokpaoia dwuatiov. Aev dlveTtal
apLBUNTIKS ebpoc Bepuokpaaiac.

Avaklvrjote/enavadlooane{pete kKaAd pw and xpraon.

©eppokpaoia yla To BUD auTtAg tng naptidag:

Diazoxide 10 mg/mL oral suspension

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:

Storage: Amber plastic bottle, protected from light. Refrigerate or room temperature. No numerical temperature
range stated.

Shake/redisperse well before use.

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] IWK Health - Pharmacy, institutional compounding formula

13/06/2017 | PDF pp. 1 | master formula | 2026-09-10
https://www.dir.iwk.nshealth.ca/Content/cf/947e74d3-a960-4e25-ac53-9c7a535ea886.pdf?v=597d3b96-0d7a-45f3-8a18-bf2cdc84422e
[2] DailyMed / NLM: DIAZOXIDE SUSPENSION [PAR HEALTH USA, LLC]

SPL published Aug 10, 2026 | Indications / warnings / pharmacology | Active-drug clinical warnings and pharmacology only; not the
compounded formula, starting-product interchangeability or stability | 2026-09-10

https://dailymed.nim.nih.gov/dailymed/druginfo.cfm?setid=abe317a5-6c63-469c-89c8-9fedfe859¢3d

[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] 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] Friciu M et al. Stability of Diazoxide in Extemporaneously Compounded Oral Suspensions

Primary study; full text read | PLoS One. 2016;11:e0164577; methods, figures 4/6, conclusion | Full text; chemical/physical evidence;
applicability is appraised in the BUD field | 2026-09-12

https://journals.plos.org/plosone/article?id=10.1371/journal.pone.0164577
[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
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