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IE06ec StaAvpa VEPOYAWPLKAC Atdokaivne 0,5% w/w

Viscous Lidocaine Hydrochloride 0.5% w/w

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 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Y6poxAwpikn Atbokaivn 0.50¢g
Lidocaine hydrochloride

Natplolxog KapueAASTn 0.75¢g
Sodium carmellose

KekaBapuévo 06wp g.s.ad 100 g
Purified water

MNeprypagn okevadopatog / Preparation description
Ala@avéc vypd xaunAod LEWdouG.
Transparent low-viscosity liquid.

References: [1]

Apaon kat xpAon / Action and use
Tomkr avalodnaia BAevvoydvou.
Topical mucosal anaesthesia.

References: [1]
Mpobiaypagéc / Specifications
Ala@avéc vypd xaunAod LEWdouG.

Transparent low-viscosity liquid.

References: [1]
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®wg / Light

MNa 1o teAkd okebaopa n nnyr opiCeL:
2Teyavd KAeloTd KaoTavdxpwo mMAaoTiké 6oyelo, mpootaaoia and ewg.
Y5poxAwptkr Atdokaivn: mpootacia anéd wg.

For the finished product the source specifies:
Tightly closed amber plastic container, protected from light.
Protect lidocaine hydrochloride from light.

References: [1], [2]

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
Y5poxAwpLkr Atbokaivn: MOAD ELBLAALTN OE VEPD.
Lidocaine hydrochloride is very soluble in water.

References: [2]

Yypaoia / Humidity

Agv dlveTal apBUnTIkS 6pLo oXETIKAG LYPAOIOC YL TO TEALKS okeDaaua. Ano@elyovTal dLaBpoxh MPWTWY LAWY
KL HETAPOPA CUUTMUKVWHATWY 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

AEV TEKUNPLWVETAL EMTPENTH BepUOKpPATLaKr andKALoN 1] KOKAOC KaTaWuEnc/andyuEnc. OL Bepuokpaciec
MaPAOoKELHG Kol QUAAENG avagépovTal 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 kat cvpBatoéoTnta / pH and compatibility

Agv op(Cetal el81kd e0poC pH ToL TEALKOD OKELAOUATOC. Agv TpooTiBeTal puOULOTAG pPH XWPI(C TEKUNPLWHEVN
aAAayr TnG obvBeang.

No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.

References: [1]

AAAec aAAnAenibpaoclg / Other interactions
Asokaivn HCl: mpoopdenon og PVC eEapTtdtal and pH/Bepuokpacia: eEAEYETE OCUYKEKPLUEVO DALKS TIEPLEKTN.

Lidocaine HCI adsorption to PVC depends on pH/temperature; assess the specific container material.
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References: [2]

EwbiIkd otolxeia ovotatikwyv / Ingredient-specific information

Y8poxAwpLkr Atdokatvn: AeUKA KPLOTAAALKH KOVLG. H ipoopdenan o PVC eEaptdtat and pH kat Beppokpacia- n
PA020 avagépetl KaAd KAELOUEVO YUAALVO doxelo e mpoaTaoia and ewe.

Lidocaine hydrochloride: white crystalline powder. PVC adsorption depends on pH and temperature; PA020
specifies well-closed glass protected from light.

References: [2]

NMpootacia epyalopévwy / Staff protection

Kabapr HoKpLuPAvIKn EpyaoTnplakr evdupaoia, KEAAvYn HAAALWY KOl YAVTLo KATd Tov XELPLOUS. AAAQYH YOVTLWV
META amd emudAvvon/ebopd.

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

References: [11], [3], [7]

EKTipnon kKivéovovu / Risk assessment

TUYKEKPLUEVN TAPTBA owapopdc: 100 g. MPWTo oUOTATIKG: YSpoxAwpPLkA Abokatvn, 0.50 g. EAéyETE aveEdpTnTa
TN XNULKA Hoper, TIG HovAdeG Kal K&Be KALMAKwonN mpwv and Joylon.

Alaxwplote ca@wg otopatoBAsvvoydvia xprion and katdnoon. EAEyETe Tnv npoPAenduevn apaiwon, Tnv

LKW TNTA AMOMTLONG KOL TOV GUVOALKS K{vBuvo €kBeaNG Og €KBOX0/OPAOTIKA YL TOV GUYKEKPLUEVO ATOEVH.
KataypdyTe yia Tnv Tomkr avdAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKeLa avolkTol
XELPLOMOD, MBAVEC 0600¢G €KBEONG KL AMOTEAETUATIKOTNTA TWY HETPWY eAEy)OL. AuTd elval atolyela elgédov
NG aloAdynong: 6ev amnodibetal mMPooYNUATIKOG TEAKOC BaBUdC KLwbOvoU.

Inueio eAéyxov amodéopevong: emPBeBatote TeEAKS dyko | udla otn Bepuokpacia avagopdc, Stadyela A
npoBAenduevn Slaomopd Kal CUPPWYVIR TEPLEKTN/MWUATOG UE TN GUVTAYH. A OYKOUETPLKA avaywyrh KNy
eglowveTe g he ML xwpig TEKUNPLWUEVN TTILKVOTNTA.

Reference batch: 100 g. First ingredient: Lidocaine hydrochloride, 0.50 g. Independently check chemical form,
units and every scale conversion before weighing.

Clearly distinguish oromucosal use from swallowing. Check the prescribed dilution, ability to spit and total
active/excipient exposure for the individual patient.

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], [10], [12]

ZuvOnkec mapaockevnG / Compounding conditions

To avtioTtolyo PN AEMPS opi(Cel Beppokpacia xwpouv 25 + 5°C Kat oeTKA vypaoia =60%, eKTOG av n €L6LKA
@épuovAa amnattel dAAa. Mpdkettal yia mepBaAAov epyaoiag, Oyt yia Beppokpacia B€ppavong f eOAAENG.
TnpolvTal n oelpd mpoabrkng, n Bepuokpacia kat ot xpdvol nmov avaeépovtal otn Aladikaoia Mapaokevic. H
€161k} povoypaia dev anoteAel MARPN HEAETN KATAAANAGTNTAG TOL TOTKOD XWPOUL/EEOTMALGHOD.

The corresponding AEMPS SOP specifies room temperature 25 = 5°C and relative humidity =60%, unless the
particular formula requires otherwise. This is the work environment, not processing or storage temperature.
Follow the addition sequence, temperatures and times stated under Preparation Procedure. The specific
monograph is not a complete qualification of the local facility/equipment.

References: [1], [4]
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Tekpunpiwon BUD / BUD rationale

Aldpkela otnv nyr: 15 nuépec.

H dudpketa avth elvat 0dnyla TNG CUYKEKPLUEVNG QappaKkoTol{ac/mNYAG. ZTov mMapdvTa EAeyx0o dev emaAnBedTNKE
A PNG MIPWTOYEVAG LEAETN TTOL VA TEKUNPLWVEL TALTAOXPOVA XNHLKH, PUOLKE KOl UIKPOBLOAOYLKH EMEKTACN TNG
(6lac TeAkAC obvBeonc.

EmAeyHEVOC oLVTNPNTIKOC YEVIKOC Kavdvac: éwe 14 nuépec otoug 2-8 °C yla bdaTIkA Hopen XWPIC EMAPKWC
TEKUNPWHEVN ouvTApnaon. MpoindBeaon elval 6Tl n Wogn dev mpokaAel kaBIZnaon, un AVACTPEWYLHO dlaywpLlopd A
GAAN amWAELa KATaAANASTNTAC. AV auTh N podndédeon amnotlxeL, 6ev xpnowuomnote{tatl To 14AUEpo o€
Bepuokpaoia dwuatiov- anatte{tal edikr Tekunpiwon ocbvtoung xprong.

To éplo BLBALOYPAPLKIG ava@opdc TnG napovdoag €kdoong elval n cuvtoudTePN HETAED TNG MoPATIAVW BLAPKELAG
TNYAC Kal Tou yevikoD oplov. MNa napdtaon anatte(tal Tekunpiwon mov KAADTITEL
SpaoTIKA/EKDOXQ/MEPLEKTIKOTNTA, TIEPLEKTN, Oepokpacia, LEO0DO evdELKTLKH 0TABEPOTNTAC KaL, Yla LOATLKNA
EMEKTOON, TNV AMALTOOPEVN HIKpoPBLoAoyik Tekunpiwan. Epappootéa enionun USP-NF povoypaoia agloloyeitatl
XWpPLoTd oto MAAPeC Ke{pnevd TNG.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and noapaokevr] + emAeyUévn dldpkela, AREELC MPWTWY
VAWV KoLl TUXOY CLUVTOUSTEPO TEKUNPLWHEVO OpLo. O XpdvoG PHETA TO Avolypa 6ev mapaTteivel To cuvoAlkd BUD. H
TEALKA NUEPOUNVI{O CUUMANPWVETAL YL TN GLUYKEKPLEVN TIOPTIBA HETE TOUC EAEYYOULC.

O yeVIKOG Kavovag anoTeAel ouvtnpeNTkd Oplo emMAOYAC Kol OXL MELpapaTIK anddelEn otabepdTNTAC TNG
napTidag. H katnyopila cuvdéetal pe TNV TEAKA aOVOEDN, TN oLVTAPNON Kal TG emTPeNOUEVEG Bepuokpaoieg. H
TIUA aw 6gv MPoKOMTEL amd TO MOG0CaTO VEPOU A TNV AMWAELX KATd TNV EApavan. MNa tekunpiwaon xpnotponotiote
SOP-014 kot F-006- yia €l6ikrj aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw o€ kdBe un otelpo napaockedaoua. H tekunplwuévn tagvéunon tng
OLYKEKPLPEVNG o0vBeong unopel va xpnaotpomotle{tal wg 0dnydc: Kataypdeetal pntéd wg ekTinon Kot XL WG
pétpnon. Auei{BoAn fj opltakr Ta€vounon amnattel l6iké tekuriplo j KATAAANAN wétpnon. H nuepounvia TeAltkol
okevdopatog dev vnepPaivel Tn dlaBéoun nuepopunvia Twv RdN MAPACKEVACUEVWY CLOTATIKWY/BATEWY, EKTOG Qv
€xeL voBeTNBel enapkrg e8Ik TekUNP{won yla TNV akpLBr TeAkr obvBeon.

Period reported by source: 15 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 conservative general rule: up to 14 days at 2-8 °C for an aqueous form without adequately established
preservation. Refrigeration must not cause precipitation, irreversible separation or other loss of suitability. If that
condition fails, do not apply 14 days at room temperature; obtain specific short-use evidence.

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
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: [1], [8], [9], [11], [13]

Mpoamaitovpeva / Prerequisites

Aev anatte(tal xwploth Bdon pe KwdKkd uNTPWOoL. Tuxdy EUMOPLKS OYNUA TTHPAUEVEL TO AKPLBEC KATOVOUXTOUEVO
npoidv touv mivaka.
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No separately registered base is required. Any commercial vehicle remains the exact named product in the
formula table.

References: [1]

EEomAlonog / Equipment
Zuyo6¢ KatdAANANG eAdxlotng T0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avaulEng, ondTouvAeg,
BeppdueTpo dTav vidpxeL B€puavan, dpyava oykopéTpnong yla 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

AlcAOOTE TN ALBOKAVN 0TO BBWP. ALKOTEIPETE TNV KAPUEAASTN, APAOTE =24 WPEC KAl AVASEHOTE ATILA.

Dissolve lidocaine in water; disperse carmellose, stand =24 hours and stir gently.

References: [1]

Mapatnpnioelg / Observations

Agv dlveTtal edw doooAoyia f 0dnyla katdnoong. H epappoyry oe BAevvoybdvoug amnattel EAeyxo GUVOALKAC 8Oang
KoL KLwdOvou oLOTNUATLKAG AMoPPOPNONG.

No dosing or swallowing directions are supplied here. Mucosal use requires total-dose and systemic-absorption
assessment.

References: [1]

MNeplékTNG KaL ovokevaoia / Container and packaging
2Teyavd KAELOTS KOOTavOXpwHOo MAACTLIKS doxelo, mpootaaia and ewc.

Tightly closed amber plastic container, protected from light.

References: [1]

MowoTikOG éAeyxoc / Quality control

Ala@avéc vypd xaunAod LEWdouG.

ZuunAnpwpatikol €éAgyyol Tou PN mov mopaméumnel n nmnyn:

Epgdvion kat pédla. MNa oelpég naptidwy: ektaoiudtnta, pH Kat pitkpoBLoAoyikdg éreyyog RFE 5.1.4.

pH katd PN/CP/001: Katd kavéva pétpnon oto delypa xwplc mpoenegepyaoia, ekTG €WOLKAG 0dnylag. MNa akppn
pétpnon e@apudleTal MOTEVOLOMETPLKY HéEB0BOC RFE 2.2.3- ol Tawvieg neplopi{Covtal oe eAéyxoug Tov dev
amnattolv vynAn akpiBetla.

ExktaowétnTta PN/CP/003: otabepr noodtnta delyuatog HETAED LAALVWY MAAKWY, dLadoyikd Bdpn Kat xpdvol
KoBopLlopévol Tomkd: peTpovvtal 600 SldpeTpoL Kol oLYKp{veTaL EM@AveLa E€vavTL gopTiov. MpoTtelveTal
Bepuokpactakr HeTaBoAr £0,5°C. H nnyr 6&v divel kaBoAikd dplo amodoxAC: auTO TEKUNPLWVETAL TOTKA.

H nébodog, To 6plo amodoxAC, N MPAYHATIKA TIUA Kol 0 EAEYKTAC KaTtaypdeovtal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdleTal
attioAdynan.

Transparent low-viscosity liquid.

Additional tests from the referenced SOP:

Appearance and mass. For batches: spreadability, pH and microbiological testing RFE 5.1.4.

pH under PN/CP/001: normally test the untreated sample unless otherwise specified. Accurate measurement
follows potentiometric RFE 2.2.3; strips are limited to checks not requiring high accuracy.

Spreadability PN/CP/003: fixed sample quantity between glass plates, with locally defined successive loads and
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times; measure two diameters and compare area against load. Temperature variation of £0.5°C is suggested. The
source gives no universal acceptance limit; establish it locally.

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], [4], [5], [6], [12]

®0Aain / Storage

ZUVOAKEG/MEPLEKTNG TIOL OvaQEPEL N TNYA: ZTEYAVE KAELOTO KAOTavOXpWHO MAACTLIKS doxelo, mpootacia and Qwg.
Ma 1o emMAeyHEVO YEVIKS avdTaTo 6pLo: 2-8 °C, epdoov dlatnpolvTal N QUOLKH KATOAANASTNTA KOl N
OLPBATOTNTA PE TN OLUYKEKPLUEVN TINYH. Agv epappdleTal To 14iuepo oe Bepuokpaoia SwuaTiov.

Source-reported conditions/container: Tightly closed amber plastic container, protected from light.
For the selected general ceiling: 2-8 °C, provided physical suitability and compatibility with the specific source are
maintained. The 14-day rule does not apply at room temperature.

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

Awa0eon / Dispensing

AldBeon pe oaer 066 xpriong, MEPLEKTIKOTNTA Kot nuepounvia xpriong. H moodtnTa avd epapuoyr Kot n
oLYVOTNTA CLUUMANPWYOVTOL CUUPWVA LE TN CLVTAYH.

Dispense with a clear route, strength and use-by date. Complete amount per application and frequency from the
prescription.

References: [1]

Enmionpavon / Labelling

IEWBEC BLAAUHO LEPOXAWPLKAC ALGokatvne 0,5% w/w
ZtopatoBAsvvoydvia xprion

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AobBevric / 6éan / ouyvéTnTa:

®OAaEN: 2-8 °C, peTd TNV enmBeBaiwon kKataAAnAdTNTOAC YOENC.
©epuokpaoia yia To BUD autAg TtnG naptidag:

Viscous Lidocaine Hydrochloride 0.5% w/w

Oromucosal use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: 2-8 °C, after confirming suitability for refrigeration.
Temperature for this batch BUD: __

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

v9_controls / v9_controls

To apBunTikd 6plo oto apyeio elval pévo 6pLo BLRALOYPAPLKAC ava@opdc uTd TIC £6IKEC MpolmoBéaelg. Aev €xel
oplotel BUD npaypaTtikig naptidag kat dev £xouv napaxOel petprioelg aw. H akpprig abvbeon, ta
TIPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN KoL Ta aTolxela eAEyyoU TIPETEL VOl EYKPLOODV YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAEyYO BLAPKELAC HETA TO Avolypa. Ta dpla USP elval texviké mAaiolo Kat 5ev
napovoldfovtal WG EAANVIKA vopobeaoia.

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
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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 EAANVLIKA Kot ayYALKH anédoon/opydvwan ototyelwv TnG avagepduevng nnyrg. Asv anoteAel enlonun petd@paocn f €ykpLon Tou
€EKBOTN.

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] FN/2003/FMT/016 LIDOCAINA VISCOSA

2003 | PDF pp. 2 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas/fn_2003_fmt_016.pdf
[2] FN/2003/PA/020 LIDOCAINA, HIDROCLORURO DE

Awabéoipo kel{pevo / 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_020.pdf
[3]1 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] PN/L/FF/003/00 ELABORACION DE GELES

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-6 | preparation sop | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuti
cas/pn_|_ff 003_00.pdf

[5] PN/L/CP/001/00 DETERMINACION DE PH

AwoBéoipo keipevo / Retrieved text | PDF pp. 1-5 | gc method | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_|_cp_001_
00.pdf

[6] PN/L/CP/003/00 DETERMINACION DE EXTENSIBILIDAD
AwaBéotpo kelpevo / Retrieved text | PDF pp. 1-6 | gc method | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_I_cp_003_
00.pdf

[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
[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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