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ATeVvOAOAN 2 mg/mL - méoIpo StdAvpa

Atenolol 2 mg/mL oral solution

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: 250 mL

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

ATeVOASAN, 6lokio 100 mg 5 &uokia / tablets
Atenolol 100 mg tablets

FLKkePOAN 99,5% 5 mL
Glycerin 99.5%

Ora-Sweet SF, éxnua g.s. ad 250 mL
Ora-Sweet SF vehicle

MNeprypagn okevadopatog / Preparation description
Alavyég dldAvpa Katéd tnv mnyn.
Clear solution according to the source.

References: [1]

Apaon kat xpAon / Action and use

B-amoKAeLOTG PE KapdlayyelakéG evBe(EeLc.
NAnpogopla ywa tn 6pactikh and emoruavon GAAOL MPOIGVTOC: BV TEKUNPLWVEL TN oTtabepdTnTa f Socoloyia
ouToD TOU YOANVIKOD OKELAOUATOG.

Beta blocker with cardiovascular indications.
Active-drug context from another product’s labelling; it does not establish stability or dosing of this compounded
preparation.

References: [2]

Mpobiaypagéc / Specifications
H ninyn xapaktnpi{Cel To mpoidv Slavyég dldAvpa Kot INTd ontikd EAEYXO.

Source describes a clear solution and requires visual inspection.
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References: [1]

®wg / Light

MNa to TeAkd okebaopa n nnyr opiCeL:
dWTOMPOOTATEVTIKOG MAAOTIKOC EPLEKTNG, Beppokpacia dwuatiov. Na pnv yoxetal.

For the finished product the source specifies:
Light-resistant plastic container, room temperature. Do not refrigerate.

References: [1]

Aépac kat o€eidbwon / Air and oxidation

Agv MapéxeTal HEAETN 0EEBWTLKIAG 0TaBePATNTAG TOL TEALKOD PiyuaTog o0Te anaitnon adpavolc atudopalpac.
Tnpeitatl 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

H yAuKepPOAN avautyvieTal pe vepd. Autd 6ev kaBop(Zel UikpoBLoAoyikr oTaBePdTNTA TOL OKELACUATOG.
ATeVOAOAN, 6lokia 100 mg: n avtioTtolxn kKabapr mpwtn 0AN katd JP elval Alyo StaAvtr oto vepd.

Glycerol is miscible with water. This does not establish product microbiological stability.
Atenolol: JP classifies the corresponding pure raw material as slightly soluble in water.

References: [3], [5]

Yypaocia / Humidity
Yypookotitkr) YAUKEPOAN- meplopiate £€kBeon TNG MPWTNG DANG OTNV LYpaoia.
Glycerol is hygroscopic; limit raw-material exposure to moisture.

References: [3]

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

Agv op{CeTtat 6Lkd €0pog pH TOL TEALKOU OKELAOUATOG. Agv TIpooTiBeTaL PLOULOTAG 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
FALKEPOAN: emk{vBuvn avtibpaon pe LoxLPd 0EELBWTLKE.

Glycerol: hazardous reaction with strong oxidising agents.

References: [3]
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Ewdika otolxeia cvotaTtikwy / Ingredient-specific information

FALVKEPOAN: dXpwHO, BLavyEg, MaxVUPPELATO Kal EVTOVA LYPOOKOTILKS LYPOS. AvaulyvieTal Ue vEPS, aAAd elval
TMPOKTIKE adldAvTn o Aumapd Kot atBépla EAata.

ATevoAdAn, Slokia 100 mg: mpwTn VAN HE XOPAKTNELOUS dlaAvTtdTnTAG 0TO vEPS «Alyo SLaAuTrh» KaTd JP.
FAukePOAN 99,5%: mapaAaBr he TavTOHTNTA ApPXLKOD Mapaywyol, mapTida Kot aglémoto notonotnTiké. MNa T
OXETIKEG TIPWTEC VAEC, To FDA avagépel éAeyyo dLatBuievoyAukdoAng (DEG) kat atBuAevoyAukdANnG (EG), KaBeuLdg
€wG 0,10% oOpewva PE TNV EQapuoaTéa povoypaeia. To dplo agopd TNy mMPwTn OAN.

Glycerol: clear, colourless, viscous and strongly hygroscopic liquid. It mixes with water but is practically insoluble
in fixed and essential oils.

Atenolol: raw-material water solubility is classified as slightly soluble by JP.

Glycerin 99.5%: retain original manufacturer, lot and reliable certificate. For the applicable raw materials, FDA
describes DEG and EG testing, each limited to 0.10% under the relevant monograph. This is a raw-material limit.

References: [3], [5], [6]

Mpootacia epyalopévwy / Staff protection

KaBapr poakpupdvikn epyaoctnplakr evdupoaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPS. ANy YOV TLWY
HETE and enudAvvan/ebopd.

Xewprioteite tn COyLoNn Kat AswotpiBnon og xWwpo/dLdtagn nov neplopiCel draonopd kKoviwv, L mpootacia
0QOUALWY: 0 TOMOG aVaANMVELOTIKAG pooTaciag Kabop(Cetal and Tn cuyKeKPLévn €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: [11], [4], [7]

EKTipnon kKivéovovu / Risk assessment

YuyKeKkpLuévn nmapTida avagopdc: 250 mL. Mpwto cvoTtaTikd: ATeEVoASAn, diokia 100 mg, 5 6wokia / tablets.
EAéYETe aveEdpTnTa TN XNHUKA HOPQH, TIC HOVAdEC Kal KABe KALMAKwWaonN Tpwv and Coylon.

EAEYETE MARPN SLdALON Kol TUXGV KPLOTAAAWGN aTNV emAeyévn Bepuokpaoia. YnoAoyiote Tov dyko ddang amnd
™V akpLBi mg/mL, éxL and TNV NEPLEKTIKOTNTA ap)lkol SLokiov A anoBéuaTtog. AWoTe KATAAANAN OTOUATIKA
olpLyya.

KataypdyTe yla TNV Tomkr avéAvon moagdtnta avd mapaokevr, ouxvotnTa £pyaciog, SldpKeLa avoLlKToD
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHOTIKOTNTA TWY HETPWY EAEyX0L. AuTd elval otowxela elcdbouv
NG aloAdynong- 6ev amnodibetal MPooYNUATIKOG TEAKOC BaBUdC KLwbOvou.

Znuelo eAéyyxou amnodéapevong: emPeBatote TeAKS dyko rj pdla otn Bepuokpaoia avagopds, dadyela A
nmpoBAenOueVN dlaoopd Kal CLHEWYVIR TIEPLEKTN/MWUATOC UE TN ouvTayr. Mo OYKOPETPLKY avaywyr KNy
€ELOWVETE g JE ML XwpI(¢ TEKUNPLWUEVN TTILKVOTNTA.

Reference batch: 250 mL. First ingredient: Atenolol 100 mg tablets, 5 6lokia / tablets. Independently check
chemical form, units and every scale conversion before weighing.

Check complete dissolution and crystallisation at the selected temperature. Calculate dose volume from the exact
mg/mL, not the starting tablet or stock strength. Supply a suitable oral syringe.

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.

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: [1], [101], [12]
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ZuvOnkec mapaockevng / Compounding conditions

Mpw and avdulgn: Tavtonoinon xNULKAG HOPeAC Kol apTidag kABe cuaTATIKOD, KaTaypaPr BEWPNTIKWY
MOCOTATWY KAt éAEYX0GC KaBapldTNTAC TOu EEOMALOUOD. OL BEpUoKPaOleEG Kal N oelpd MPoodrkNg elval AVTEC TNC
MopaKATW 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: [11], [7]

Tekpnpiwon BUD / BUD rationale

Aldpkela otnv nnyn: H ninyr opiTel 60 nuépec.

H dudpketa avtr elvatl 0dnyla TNG oLYKEKPLUEVNG QappaKoToLac/MNYAG. ZTOV MapdvTa EAeyx0o dev emaAnBe0TNKE
TMAAPNG MPWTOYEVAG HEAETN TIOL VA TEKUNPLWVEL TALTOXPOVA XNULKH, UOLKHA Kal UKPOBLOAOYLKH EMEKTAGCN TNG
(dlag TeAkrig obvBeong.

EMAEYEVOC YEVIKOG KOVOVAC: €WC 35 NUEPEC YL LBATIKA HOPPH HE KATAAANAO 0OOTNUA CLUVTHPNONC OTNY TEALKH
obvBeaon Kat pH. Xpnotwdonotjote 20-25 °C, i 2-8 °C yévo étav n nnyr To emTpénel/anattel Kat N popen
TMUPAPEVEL KATAAANAN. Agv entapkel N ovopaaoia evédg ouvTnPENTIKOL £Av oL TS €xel apalwOel, adpavomolndel
peETaepOBel o GAAN @don.

To 6pLo BLBALOYPAPLKAG ava@opds 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, HEB0B0 eVOELKTIKY 0TABEPSTNTAC KaL, Yla LOATLKN
EMEKTAON, TNV AMOLTOOMEVN HIKpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia a&looyeital
XWPLOTAE 010 MAAPEG KE(PHEVS TNG.

Huepounvia xpriong = n evwpitepn emtpenth NUEpounvia and napaokevr + emAeyUévn dldpkela, AREELC TPWTWY
LAWY Kal 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 EAEYXOULG.

O yevikdG kavédvag amnoteAel ouvTNPENTLIKS dPLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTidac. H katnyopia ovvdéeTal Ye TNV TEAKA oOVOEON, TN GLVTAPNON KAl TG EMTPENOUEVEG BEPUOKpATieC. H
T aw 6gv mMpokLTTEL and To MoooaTéd vEPOL N TNV amMWAeLx KaTtd TNV EApavon. MNa tekunpiwon xpnoluonotiote
SOP-014 kat F-006- ywa €161krj aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw og k&Be un oteipo napackedaopa. H tekpunplwpévn tagvéunon tng
OLYKEKPLPEVNG a0vBeang unopel va xpnotgomnole{tal wg 0dnydc: kataypdeeTal pntd we ekTiunon Kat éxL we
pétpnon. Auei{BoAn r oplakr Tagwéunon anattel 6Lkd TEKPAPLO A KATAAANAN HéTPnon. H nuepounvia TeALKOO
oKkeLAopaToC 6ev vmepPBaivel Tn SlaBéoiun NUEpounvia Twy BN MUPACKEVATUEVWY CLOTATIKWY/BACEWY, EKTOC Qv
€xeL voBeTnOel emapkAc 16K TeEKUNPlwon yla TNV akpLBr TeAKA obvBeaon.

Period reported by source: Source period: 60 days.

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 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 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 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
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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], [8], [9], [11], [13]

Mpoamaitovpeva / Prerequisites

Agv anatteltol ywplotrh Bdon HE KWOLKO uNTPwou. Tuxdv eumoplkd OYXNUA TAPAUEVEL TO AKPLBEC KATOVOUOTOUEVO
npoidv tou mivaka.

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

References: [1]

EEZomAlopog / Equipment

Zuyég KaTtdAANANG eAdxlotng COyLong, youdi/Omepog A opoyevonolnTthg, doxela avdulgng, ondTtovAeg,
BepudueTpo dtav vndpyxel O€ppavaon, dpyava oyKopéTPNoNnG yla noodtnteg 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£00o60¢ mapaokevng / Compounding method

AeloTpBriote Ta Slokia. AlaBpéETe e YAUKEPOAN (5 ML, Hikpr abENon emLTPENETAL GTNY INYH £pOTOV
anatte{tal). Mpoobéote otadlakd Ora-Sweet SF, LETAQEPETE KAl GUUMANPWOTE 0T 250 ML. AvouigTe.

Pulverise tablets and wet with 5 mL glycerin; source permits a slight increase if necessary. Add Ora-Sweet SF
progressively, transfer, make to 250 mL and mix.

References: [1]

Napatnpnioclg / Observations

Xpnowuomnote{tat n popen Kat to édxnua tng nnyrg. H ox0¢ Twv dlokiwv/kayakiwvy akoAovBel Tnv emojuavon
TOUG. AEV TEKUNPLWVETAL L TOUATN Looduvapia dAAov oxAuaTog A MPoidévtocg. O KATAAOYOC TOL VOOOKOUE(OU
dnAwvel avabewpnon wg mpog USP <795>.

Use the source dosage form and vehicle. Tablet/capsule strengths follow their labels. Other products or vehicles
are not automatically equivalent. The hospital index reports ongoing review against USP <795>.

References: [1]

MNeplékTNG KaL ovokevaoia / Container and packaging
OWTOMPOCTATEVTIKA MAXOTIKA QLEAN TNG MPodlaypa@riG Tou GOAAOUL.
Light-resistant plastic bottle as specified by the sheet.

References: [1]
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MowoTikOG éAeyxoG / Quality control

ontikA eE€Taon TOL TEALKOD MPOIGVTOC EVAVTL TNG AVAPEPOPEVNG EUPAVLONG. To QUAAO Sev H{veL EMKLPWHEYN
HéB0B0 MoooTIKOU MPoadloplopol f aplBunTiké uikpoBLoAoyLké dplo.

EAEYXOG MOAVOALKWY TIPWTWY LAWY: Yo apUokela, EAeyyoc KABe mapTidag f TEKUNPLWPEVN Blag@dAlan eAéyxoL
and agLémnioto npoundevTr Katd FDA. H anAr tavtonoinon ue IR 6ev anokAslel DEG/EG.

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

Visually examine the final product against the stated appearance. The sheet supplies no validated assay method
or numerical microbiological limit.

Polyol incoming QC: pharmacies test each lot or ensure documented testing by a reliable supplier, as described by
FDA. IR identity alone does not exclude DEG/EG.

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], [6], [12]

®0Aagn / Storage
OWTOMPOCTATEVTIKAG MAAOTIKAG MEPLEKTNG, Beppokpacia dwuatiov. Na pnv yoyetat.
Light-resistant plastic container, room temperature. Do not refrigerate.

References: [1]

AwaOeon / Dispensing

Xoprynon otnv akpLBh cuvtayoypaenuévn MEPLEKTIKOTNTA. A LYP&, XPNOLUOTIOLHOTE KATAAANAN
BaBuovounuévn cbpLyya amnd Tov oTéUaToC: KaTtaypdyte 660n Kot cuxvéTNTA ANd TN cuvTayH.

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

References: [1]

EmioApavon / Labelling

ATevOAOAN 2 mg/mL - néoipo SLédAvpa

And Tov 0TOUATOG

Moocétnta: _ Maptida:

Mapaokevdotnke:  XpAon éwg:

AcBevrig / 66on / ouyvéTtnTa: _

®OAOEN: PWTOMPOOTATEVTIKOG MAAOTLKAC MEPLEKTNG, Bepuokpaaia dwuatiov. Na unv yoxeTaL.
©eppokpaocia yla To BUD auTtAg tng naptidag:

Atenolol 2 mg/mL oral solution

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:
Storage: Light-resistant plastic container, room temperature. Do not refrigerate.
Temperature for this batch BUD:

References: [1]

Sikalias Greek Formulary | Reference documentation 6



compounding.gr | 10.0 | 2026-10-14

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] Nationwide Children’s Hospital - Pharmacy Services, institutional compounding formula

11/2025 | PDF pp. 1-2 | master formula | 2026-09-10
https://www.nationwidechildrens.org/-/media/nch/specialties/pharmacy/compounding-formulas/atenolol-oral.pdf

[2] DailyMed / NLM: ATENOLOL TABLET [REMEDYREPACK INC.]

SPL published Sep 07, 2026 | Indications / warnings / pharmacology | clinical class only | 2026-09-10
https://dailymed.nIm.nih.gov/dailymed/druginfo.cfm?setid=897e18f6-3b57-4ef0-85ff-9dfa23521eb9

[3]1 FN/2003/PA/013 GLICEROL

AwaBéotpo 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_013.pdf

[4] 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
[5]1 MHLW - Japanese Pharmacopoeia XVIII: Atenolol

JP XVIII, 2021; English text | Printed p. 491; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904440.pdf

[6] FDA - Testing of Glycerin, Propylene Glycol, Maltitol Solution, Hydrogenated Starch Hydrolysate, Sorbitol Solution, and Other High-Risk
Drug Components for Diethylene Glycol and Ethylene Glycol

May 2023, revision 1 | Recommendations; section on pharmacy compounding | raw material quality | 2026-09-12
https://www.fda.gov/media/167974/download

[7]1 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

[8] 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
[9] 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
[10] 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
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[11] 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
[12] PIC/S - Guide to Good Practices for the Preparation of Medicinal Products in Healthcare Establishments
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