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BntavexoAn 5 mg/mL - mOGLHO evaLWPNHA

Bethanechol 5 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: 120 mL

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

BntavexdAn, diokia 25 mg 24 6iokia / tablets
Bethanechol 25 mg tablets

Ora-Blend, éxnua g.s.ad 120 mL
Ora-Blend vehicle

MNeprypag@n okevaopatog / Preparation description
Hutablagavég evalwpnua.
Semi-opaque suspension.

References: [1]

Apdaon kaL xpRon / Action and use

XOAWEPYIKOC ayWwVLOTAC YA 1N amo@paKTikr enloxeon olpwv.
MNAnpogopia yla Tn 6pacTik and emonpaven GAAoL PoldVTOG: eV TEKUNPLWVEL TN oTaBepdTnTa } dogoAoyia
ouTol TOL YOANVIKOD OKELAOUATOG.

Cholinergic agonist for nonobstructive urinary retention.
Active-drug context from another product’s labelling; it does not establish stability or dosing of this compounded
preparation.

References: [2]

Mpodiaypagic / Specifications
Omntikdg €Aeyxog TeEAKOD MPoidvTog. Aev SivovTtal £L8Lkd aplBunTikd épLa 0TO VOOOKOUELAKS QUAAO.

Final-product visual inspection. The institutional sheet gives no specific numerical limits.

References: [1]
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®wg / Light

Mo to TeAkd okevaopa n nyr opiCeL:
KaAd KAELOPEVOC, PWTOMPOOTATEVTIKOG MAAOTIKEC MEPLEKTNG. H MmNy mpoTiud YoEn Kat emttpénel Bepuokpaaia
dwpatiov, xwplc apBUNTIKS €0pOC.

For the finished product the source specifies:
Tight, light-resistant plastic container. Source prefers refrigeration and permits room temperature, without a
numerical range.

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:

e BntaveyxoAn, diokia 25 mg: 24 diokia / tablets.

¢ Ora-Blend, éyxnua: g.s. ad 120 mL.

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

Identity and weighing basis:

* Bethanechol 25 mg tablets: 24 &wokia / tablets.

e Ora-Blend vehicle: q.s. ad 120 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 mopTida avaeopdg: 120 mL. MpwTto cuoTaTikd: Bntavexdin, Siokia 25 mg, 24 diokia / tablets.
EAEYETE aveEdpTnTa TN XNHUKA HOPQH, TIC HOVAdEC Kol KABe KALMAKwWaoN Tipwv amnd CoyLon.

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.

Inueio eAéyxouv amodéopuevong: delypa and avTMPooWNEVTIKA onuela Kat and tnv apyr/TéAog MAApwWaOnC, e
Kataypaen kabi{fnong rf dlayxwplopol kat enavadlaonopdg. EAEyETe 6TL n npoPAendpevn Afjyn arnodidel Tnv
anoLtoOuevn moodTNTA: N €EWTEPLIKH opolopopeia pévn Tng 6gv amodelkvieL opolopopeia SPAOTIKAC.

Reference batch: 120 mL. First ingredient: Bethanechol 25 mg tablets, 24 &wokia / tablets. 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.

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: [1], [8], [10]
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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: [1], [4]

Tekpnpiwon BUD / BUD rationale

Aldpkela otnv nnyn: H ninyr opiTel 60 nuépec.

MpwTtoyevAg LEAETN TNG (BLag SpacTikiG/Lox0oG: 60 NUEPEG XNUIKAG 0TaOePSTNTAC OE HLOQPOPETIKA
OLYKEKPLIEVA OXAMATA, 0TOLG 5/25 °C. Agv anodelkviel avtéuata tooduvauia Ora-Blend fj pitkpoBLoAoyikn
enékTaaon.

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.

Primary study of the same active/strength: 60-day chemical stability in different specified vehicles at 5/25 °C. It
does not automatically establish Ora-Blend equivalence or microbiological extension.

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

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

AeloTp(Bnon Twv dlokiwv A Tou nepLlexouévoL Kayakiwv. AtaBpoxr He Alyo and to kaboplopévo dxnua,
opoyevomnoinon o€ ndota Kat atadlakn apaiwan. NMoooTik HETAQPOPA HE EKMADOELG, GUUTIANPWGN OTOV TEALKO
OyKo Kal avauLEn.

Pulverise tablets or capsule contents. Levigate with a little of the specified vehicle, dilute progressively, transfer
quantitatively with rinses, make to final volume and mix.

References: [1]

Mapatnpnioelg / Observations

Xpnowuomnote{tal n poper Kat to édxnua tng nmnyrg. H oxi¢ Twv dlokiwv/kayakiwvy akoAovBel Tnv emorjuavon
TOUG. AEV TEKUNPLWVETOL aLTOPATN Looduvauia dAAov oxrjpaTog A mpoiévtog. O KAaTdAoyog TOL VOooKouEe{oL
dnAwvel avabewpnon wg nmpog 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 KalL cvokevaoia / Container and packaging
dWTOMPOCTATEVTIKA MAXCTIKA QLEAN TNG MPodlaypa@riG Tou GUAAOUL.
Light-resistant plastic bottle as specified by the sheet.

References: [1]

MoloTikog éAeyxoc / Quality control

ontikA eE€Taon TOL TEALKOD MPOIOVTOC EVAVTL TNG AVAPEPOUEVNS EUPAVLONG. To PUAAO Sev B{veL EMKUVPWHEYN
HéB0B0 MooOTIKOU MPoadLloplopol f aplOunTiké UikpoBLoAoyikd dplo.

H néBodog, to dpLo amodoyrg, N MPayUaTKA T KoL 0 EAEYKTAG KaTtaypdeovtal xwploTtd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdleTal
attioAdynan.
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Visually examine the final product against the stated appearance. The sheet supplies no validated assay method
or numerical microbiological limit.

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: [11], [10]

®0Aain / Storage

KaAd& KAELOPEVOC, PWTOTPOCTATEVTLKOG MAACTIKOC MEPLEKTNG. H Ny mpoTHd YoOEN Kal emTpénel Bepokpaaia
dwpaTtiov, xwplc apBUNTIKS €0pOC.

Tight, light-resistant plastic container. Source prefers refrigeration and permits room temperature, without a
numerical range.

References: [1]

Awa0eon / Dispensing

Xopriynon atnv akpBr cuvtayoypa@nuévn mepltekTikdTNTA. Mo LYPE, XPNOLUOTIOLAOTE KATAAANAN
BaBuovounuévn cbpLyya and Tov oTéUaToC: Kataypdyte 660n Kot cuxvdTNTA ANd 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

BntavexdAn 5 mg/mL - mOOLUO EVOLWPNHA

Amné touv oTéuaTOoC

Moocétnta: _ Maptida:

Mapaokevdotnke: _ XpAon éwg:

AoBeviig / 86on / ouyvéTnTa:

®OOAAEN: KaAd KAELOUEVOG, GUWTOMPOOTATEVTLKOG MAACTIKOG MEPLEKTNG. H NYA MPOTLUA YOEN Kal EMLTPEMEL
Bepuokpacia dwuatiov, xwplc aplunTtiké edpog.

AvakwnioTe/enavadloonelpete KAAG pwv and xpron.

©epuokpaoia yia To BUD autAg TtnG naptidag:

Bethanechol 5 mg/mL oral suspension

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:

Storage: Tight, light-resistant plastic container. Source prefers refrigeration and permits room temperature,
without a numerical range.

Shake/redisperse well before use.

Temperature for this batch BUD: __

References: [1]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €xEL
opltotel BUD mpayuaTikAc mapTtidacg katl 6ev éyxouv napaydel petprioelc aw. H akplBrigc obvbean, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TPEMEL val EYKPLOODVY YLl TN CUYKEKPLUEVN
epappoyn. H évap&n tou vmoAoylopol BUD eival n évapEn tng napaokevic. Epapudletal To cLVTOUOTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO0 BldpKelag HETA TO dvolypa. Ta dplta USP gival texvikd mAaiolo kot dev
napovoldfovtal wG eAANVIKY vouobeaia.
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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.

AveEAPTNTN EAANVLKH Kol ayyALKH amnédoon/opydvwon oTolXelwv TG avapepduevng mNyrg. Aev anoteAel enlonun petdepaocn fi £€ykpLon Tou
€KOOTN.

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

Mnyéc koL mapanopunég / Sources and references

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

02/2026 | PDF pp. 1-2 | master formula | 2026-09-10
https://www.nationwidechildrens.org/-/media/nch/specialties/pharmacy/compounding-formulas/bethanechol-oral.pdf

[2] DailyMed / NLM: BETHANECHOL CHLORIDE TABLET [AMNEAL PHARMACEUTICALS OF NEW YORK LLC]

SPL published Feb 12, 2026 | Indications / warnings / pharmacology | clinical class only | 2026-09-10
https://dailymed.nIm.nih.gov/dailymed/druginfo.cfm?setid=16523451-cd3d-4c10-be06-d59a6f12ac68

[3] PN/L/PG/002/00 INDUMENTARIA

Awabéoio keipevo / 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] lllinois 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]1 Allen LV Jr, Erickson MA Ill. Stability of bethanechol chloride, pyrazinamide, quinidine sulfate, rifampin, and tetracycline hydrochloride in
extemporaneously compounded oral liquids

Primary study; abstract read | Am ] Health Syst Pharm. 1998;55:1804-1809; DOI 10.1093/ajhp/55.17.1804 | Abstract only; chemical/physical
evidence; applicability is appraised in the BUD field | 2026-09-12

https://pubmed.ncbi.nlm.nih.gov/9775343/
[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
[10] 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
[11] 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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