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Aplodapévn 5 mg/mL - mOCLIHO EvalwPNMa

Amiodarone 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: 200 mL

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Auodapdvn, Siokia 200 mg 5 &uokia / tablets
Amiodarone 200 mg tablets

AldAvpa 6Evou avBpakikod vatpiov 50 mg/mL, yia pdOuULON oXAUATOG g.s. pH 6.5 = 0.5 BA. moodTnTQ / See
Sodium bicarbonate 50 mg/mL solution, to buffer vehicle quantity
Ora-Blend, puBuiopévo 6nwe otn uéBodo g.s. ad 200 mL

Ora-Blend, buffered as described

MNeprypagn okevadopatog / Preparation description
ABLAPAVEC EVvaLWPNLAL.

Opaque suspension.

References: [1]

Apaon kat xpAon / Action and use

AVTLAPPUOULKO UE ONUAVTIKEG aMALTATELC TaPaKOAOUONONG Kal EAEYXOL aAANAETOPATEWVY.
NAnpogopla ywa tn 6pactikh and emoruavon GAAOL MPOIGVTOC: BV TEKUNPLWVEL TN oTtabepdTnTa f Socoloyia
ouToD TOU YOANVIKOD OKELAOUATOG.

Antiarrhythmic requiring substantial monitoring and interaction assessment.
Active-drug context from another product’s labelling; it does not establish stability or dosing of this compounded
preparation.

References: [2]

Mpobiaypagéc / Specifications
PuBuiopévo dxnua: pH 6,5 £ 0,5. EAeyxoc pH Kot TEAKACG EpAvionc.

Buffered vehicle: pH 6.5 + 0.5. Check pH and final appearance.
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References: [1]

®wg / Light

MNa to TeAkd okebaopa n nnyr opiCeL:
KoAd KAELOPEVOC, QWTOMPOOTATEVTIKOC TMEPLEKTNG. WOEN. H TLur 90 NUEPWY AVOQEPETAL OE YUXOUEVO TIPOLHVY.

For the finished product the source specifies:
Tight, light-resistant container. Refrigerate; the stated 90 days applies under refrigeration.

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
AlttavOpakikéd vatpLlo: StaAvtd og vepd. H BEppavaon 1| anoobvBeon Tou dlaAbuaTog unopel va avgfoel To pH.
Sodium bicarbonate is water-soluble. Heating or decomposition of the solution can raise its pH.

References: [3]

Yypaoia / Humidity
NaHCO3: npootacia and vypaoia.
Protect sodium bicarbonate from moisture.

References: [3]

Oeppokpacia / Temperature
NaHCO3: n 6épuavon unopel va MPOoKaAEoEL JETATPOT 0 avBPaKLKS VATPLO, o 0TEPED | BLAALUQ.
Heating sodium bicarbonate can cause conversion to sodium carbonate, in solid material or solution.

References: [3]

pH kait cupBatéTnTa / pH and compatibility

Mpodlaypa@r Tou CLYKEKPLUEVOL OKELATUATOG, 6XL e0pOG anodedelyuévng otabepdTnTaC:
PuBuiopévo éxnua: pH 6,5 £ 0,5. EAeyxoc pH Kot TEAKACG EpAviong.
NaHCO3: avtidpaon pe oEéa e ékAvon CO2.

Specification of this preparation, not a demonstrated stability range:
Buffered vehicle: pH 6.5 £ 0.5. Check pH and final appearance.
Sodium bicarbonate reacts with acids, releasing CO2.

References: [1], [3]

AAAeGg aAAnAemibpaoelg / Other interactions

Agv napéxetal TAAPNG SoKLU cuuBaTdTNTAC TOU UiyHaTog He MpdobeTa SpaoTIKA 1 dLapopeTikA €kGoya. Ot
LTIOKOTAOTATELG aMALTOOY XWwPLoTh TeKUNPiwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.
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References: [1]

EwbiIkd otolxeia ovotatikwyv / Ingredient-specific information

To éxnua pvBuiCetal oe pH 6,5 + 0,5 pe NaHCO3 50 mg/mL yla anoguyr cuoowpdtwong. Ta 3 g/60 mL
AMOTEAOLY aMOBEUA PLOULOTLKOV: BEV TIPOCTIBETAL LTTOYXPEWTLKA GA0.

ALTTovOpaKkikS vaTPLo: AEUKA KPLOTAAALKH KOVLG. MeplopiCovtal BepudTnTa Kot Lypacia: oL LOATIKEG AVTELG
dlatnpovvTal Yuypég dtav 6ev xpnoluonolobvTal, cOUPWYaA UE TNV PAOOS5 Kal Tn ouyKekpLpévn TeAKH oOvBean.

Adjust vehicle to pH 6.5 + 0.5 with 50 mg/mL NaHCO3 to prevent clumping. The 3 g/60 mL prepares buffer stock;
it is not necessarily all added.

Sodium bicarbonate: white crystalline powder. Limit heat and moisture; PAO05 recommends cooling unused
aqueous solutions, subject to the finished formula’s requirements.

References: [11], [3]

MpooTtacia epyalopévwy / Staff protection

KaBapn pokpupdvikn epyaotnplakr evdupaoia, KEAvwn PaAALWY KoL YEVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvon/ebopd.

Xelwplotelte TN TOyLon kot AstotpiBnon oe xwpo/dldtagn mov neplopifel Slaomopd Koviwy, e mpooTaaia
0QOUALWY- 0 TOMOG AVAMVELOTIKAG MpooTaciag Kabopi(CeTal and Tn cuyKekpLlpévn €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], [5]

EKTipnon kKivdéovovu / Risk assessment

ZuykekpLuévn moptida avagopdg: 200 mL. Mpwto cuoTaTikd: Aplodapdvn, diokio 200 mg, 5 dlokia / tablets.
EAéyETE aveEdpTnTa TN XNULKA HOPQH, TG HOVASEC KAl K&BE KALMAKWaON mpwv and CoyLon.

Kplowo teAikd xapaktnploTikd e{val n enavadlaonopd: opoyevomoloTte pwv and vrnodlaipean, eAEYETe okAnpd
{Cnua kat emaAnBeboTte 6TL N BaOUOVOUNUEVN OTOUATIKA oUpLyya HETPA Tov amnatTtoluevo dyko Xwplc
anéppagn/aépa. H dladyela 6ev elval KPLTAPLO AMOdOXAG EVALWPAHATOG.

KataypdyTte yla TNV TOMKA avdAuon moodTnTa avd napaokevr, ouxvotTnTa epyaoiag, dtdpkela avolkTtol
XELPLOMOD, TBAVEG 00006 €KBEaNG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYX0L. AuTd elval atowela elaédov
NG agloAdynaong: 6ev amodibeTal MPooXNUATIKAC TEALKOG BaBUdC KlvdOvou.

Aulobapdvn: MYELUOVLKY, NMATIKA Kot Kapdlakr ToEkdtnTa, Bpadukapdia kat aAAnAenidpdocelc. H avtiotoiyxion
mg o€ mL Kat n anoguyri AdBoug Loy0og anattody aveEApTNTo EAEYYO.

2nuelo eAéyxouv amodéapevong: delypa and avTLMPOooWTELTIKA onuela Kat and tnv apyxr/TéAog MAApwWaOnC, UE
Kataypaer kabifnong fj SlaxwplopoL Kot enavadlacmopdc. EAEyETE 6TL N mpoBAenduevn ARYn amodi{del tnv
anattoOuevn noogdtnTa: N eEWTEPLKY opotopop@ia pévn TnG dev amnodelkviel opolopopPia SPAOTIKAG.

Reference batch: 200 mL. First ingredient: Amiodarone 200 mg tablets, 5 diokia / 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.

Amiodarone: pulmonary, hepatic and cardiac toxicity, bradycardia and interactions. Independently check
mg-to-mL conversion and strength selection.

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

ZuvOnkec mapaokevns / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HOoPeAG Kal mapTidag KkdBe cuoTaTikoD, KaTaypaer BEWPNTIKWY
MOCOTATWY KAl EAEYX0G KaBapldTNTaC Tou eEOMALOMOD. OL BepoKkpaoieg Kal N oelpd mPoodrikng elvatl aVTEC TNG
nopakATw 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

Aldpkela otnv inyn: H nnyr opiCet 90 nuépec.

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.

EMAEYEVOG YEVLIKOG KOVOVAC: €WC 35 NUEPEC YL LBATIKA HOPPH HE KATAAANAO 0OOTNUA CLUVTHPNONG OTNY TEALKA
o0vBeon Kat pH. Xpnaowgonotjote 20-25 °C, i 2-8 °C pévo étav n nnyr to enmtpénel/anottel Kat N popen
MoPAUEVEL KATAAANAN. Aev enapke( N ovopaoia evdc ouvtTnENTIKoL £4v avTO €xel apalwbel, adpavorolnOel
peTapepOel oe GAAN @don.

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

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

O yevikdG kavédvag anoteAel ouvTNPENTLIKG dpLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
noptidac. H katnyopia ovvdéeTal he TNV TEAKA oOVBEDN, TN cuVTAPNON Kal TG EMTPENOUEVEG BEpUoKpaoieg. H
TR aw 6gv MPOoKOMTEL amnd TO M0G0 TO VEPOL | TNV AMWAELX KATA TN Efpavan. MNa tekunpiwaon xpnoluonotote
SOP-014 kat F-006- ywa €161k} aw, SOP-017 kat F-012.

H USP 6ev amnattel pétpnon aw oe KdBe pn otelpo napaockebaopa. H tekunpuwpévn tagvéunon tng
OLYKEKPLUEVNG oVvBeaNnG pnopel va xpnotpomole{tat wg 0dnydg: kataypdeeTal pnTéd WG ekTiNON Kot OxL WG
péTtpnon. Auei{BoAn r oplakr tagwéunon anattel €6kd TEKPAPLO A KATAAANAN HéTPnon. H nuepounvia TeAkoO
okevdopaToc 6ev vepPBaivel Tn SlaBéoun NUEpounvia TwWy BN MUPACKEVATUEVWY CLOTATIKWY/BACEWY, EKTOC Qv
€xeL vloBeTNBel emapkrg e8Ik TeKUNP{woN yla TNV akpLBr] TeAk obvBean.

Period reported by source: Source period: 90 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 agueous 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
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.
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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], [6], [7], [9], [11]

Mpoamairtovpeva / Prerequisites

Agv anotteltal xwploth BAon PE KWOLKS HNTPWOUL. TuxOV gumnoptkd 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 eAdxLloTng C0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avadulEng, ondTouvAeg,
BepudueTpo TV vIdp)EL Bépuavan, dpyava oykopéTpnong yla moodtnteg mL.
BaBpovounuévo pHUETPO Kal KATAAANAQ pUBULOTIKA EAEYYOL.

Balance with suitable minimum weight, mortar/pestle or homogeniser, mixing vessels, spatulas, thermometer for
heated processes and volumetric equipment for mL quantities.
Calibrated pH meter and suitable check buffers.

References: [1]

M£0060¢ mapaokevng / Compounding method

Napaokevdote SLdALHa 6Evou avBpakilkol vatpiov 50 mg/mL and 3 g kat VéWP yLo KaTalovioud €wg 60 mL.
MeTpriote 200 mL Ora-Blend kat puBuiote otadlakd to pH pe pépog ToL BlaAluaToc. AsloTplBrioTe Ta dlokia,
SLBPEETE KL OPALIOTE YEWHETPLKA E TO PLOULOPEVO dxNUa. ZVPNMANPWOTE oTta 200 mL. AgrjoTe Tov agpd 10
Aentd kot emaveAéyETe Tov dyKo.

Prepare sodium bicarbonate 50 mg/mL (3 g, irrigation water to 60 mL). Buffer 200 mL Ora-Blend using portions of
this stock. Triturate tablets, levigate and dilute geometrically with buffered vehicle to 200 mL. Let foam settle 10
minutes; recheck volume.

References: [1]

Napatnpnoelg / Observations

Ta 3 g/60 mL anoteAolv untpikd dtdAvua, 6xL moodTnTaA Mov MpooTiBeTal oAdkANpPN otnv naptida. H mnyA
avaeépel ouoowPATWoN XxwWpPic PUBULON TOL OXANATOC.

The 3 g/60 mL is a stock, not an instruction to add all of it. Source reports clumping without buffering.

References: [1]

MNepLékTNG KaL ovokevaoia / Container and packaging
2TEYAVOG QWTOTPOCTATEVTIKAOC MEPLEKTNG.

Tight light-resistant container.

References: [1]
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MowoTikOG éAeyxoG / Quality control

ontikA e€€taon kat pétpnon pH. To éxnua, mpwv and evowudtwaon, npénetl va €xel pH 6,5 £ 0,5. KataypdyTte Kat
To pH TeALkOL MpoidvTog.

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.

Visual examination and pH measurement. Before incorporation, the vehicle must be pH 6.5 + 0.5. Record
final-product pH as well.

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]

®0Aain / Storage
KaAd KAELOPEVOG, QWTOMPOOTATEVTLKAC MePLEKTNG. WOEN. H dldpkela xpriong vmoAoyiCetat oto nedio BUD.
Tight, light-resistant container. Refrigerate. Assign the period using the BUD field.

References: [1]

AwaOeon / Dispensing

Xopriynon otnv akpLBri cuVTayoypPaPNUEVN MEPLEKTIKOTNTA. Ma LYPA, XPNOLHOTIOLOTE KATAAANAN
BaBuovounuévn cbpLyya and Tov oTéUaToC: KaTtaypdyte 660n Kat cuxvdéTNTA 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

Autodapdévn 5 mg/mL - mdoLo Evatwpnua

And touv oTéUaTOoC

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AobBevrig / 66an / ouyvéTnTa:

®OAOEN: KaAd KAELOPEVOC, PWTOTPOOTATEVTIKOC MEPLEKTNG. WOEN. H Bldpkela xpriong vroAoyiletal oto nedio
BUD.

Avakriote/enavadloonelpete KOAG mpwv and xprion.

©eppokpaoia yla To BUD autAg tng naptidag:

Amiodarone 5 mg/mL oral suspension

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:

Storage: Tight, light-resistant container. Refrigerate. Assign the period using the BUD field.
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] Nationwide Children’s Hospital - Pharmacy Services, institutional compounding formula

03/2025 | PDF pp. 1-2 | master formula | 2026-09-10
https://www.nationwidechildrens.org/-/media/nch/specialties/pharmacy/compounding-formulas/amiodarone-oral.pdf
[2] DailyMed / NLM: AMIODARONE HYDROCHLORIDE TABLET [REMEDYREPACK INC.]

SPL published Aug 07, 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=4c149392-a4f0-4e2d-al13f-2b94810005de

[3] FN/2003/PA/005 BICARBONATO DE SODIO

Awabéoipo 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_005.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] 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
[7] 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
[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
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