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CGR-US-006 | 10.0

KapBediAGANn 0.5 mg/mL - mOoIHO0 evalwpnua

Carvedilol 0.5 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: 100 mL

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

KapBeSGAOAN, Slokia 12,5 mg 4 6lokia / tablets
Carvedilol 12.5 mg tablets

Ora-Plus 50 mL
Ora-Plus

Ora-Sweet g.s. ad 100 mL
Ora-Sweet

MNeprypagn okevadopatog / Preparation description
ABLAPAVEC EVvaLWPNLAL.

Opaque suspension.

References: [1]

Apaon kat xpAon / Action and use

B-amoKAELOTAG PE al-amokAELoUd: KapdlayyeLlakr xprion.
NAnpogopla ywa tn 6pactikh and emoruavon GAAOL MPOIGVTOC: BV TEKUNPLWVEL TN oTtabepdTnTa f Socoloyia
ouToD TOU YOANVIKOD OKELAOUATOG.

Beta blocker with alpha-1 blockade; cardiovascular use.
Active-drug context from another product’s labelling; it does not establish stability or dosing of this compounded
preparation.

References: [2]

Mpobiaypagéc / Specifications
Aev opi(Covtal 161kég bokLéG oTo medlo QC. Anattel{Tal Tomk npodlaypa@r EAEYYOL.

No specific tests in the source QC field; define local release specifications.
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References: [1]

®wg / Light

MNa to TeAkd okebaopa n nnyr opiCeL:
KaAd KAELOPEVOG, PWTOMPOCTATEVTIKOC MAAOTIKOG MEPLEKTNG. H Ny mpoTiud YoEn Kot 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 kKat o€eidbwon / Air and oxidation

Agv ToPEXETAL HEAETN OEEWOWTIKAG 0TaBEPAOTNTOC TOL TEALKOU HiyHaTog o0Te anaitnon adpavolc atudopalpag.
Tnpeltal o MEPLEKTNG TNG MNYAG.

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

References: [1]

Nepo kat SiaAvtoTnTa / Water and solubility

Agv 6lveTatl moooTikd 6pLo LEPOAVTLKIG OTABEPATNTAG TNG OLYKEKPLUEVNG o0vBeonGg. H moodTnTa Kal motdtnTa
vepoD dev 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 dlveTal apBuUNTIkS 6pLo oXETIKAG LYPAOIOC YLl 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 BepUOoKpaTLaKr anmdKALoN 1} KOKAOC KaTaWuEnc/anéyuEnc. OL Bepuokpaciec
MPAOKELHG Kal 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 el8lkd e0poC pH ToL TEALKOD OKELAOUATOC. Agv TpoaTiBeTal puOULOTAG pH 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]
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AAAec aAAnAemidpaoelg / Other interactions

Agv napéxetal TAAPNS S0k cuuBaTdTNTAC TOU UiyHaTOoG HE MpdobeTa dpaoTIKA 1 dLagopeTikd €kGoya. OL
LTIOKATAOTAOELG AMaLTOOY XWwPLoTh TeKUnpiwon.

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 KapBeBIAGAN, dlokia 12,5 mg: 4 Slokia / tablets.

¢ Ora-Plus: 50 mL.

¢ Ora-Sweet: g.s. ad 100 mL.

OL dnAwpéveg popeéc/moldTnTeEG avrikouy otny akpBry cbveean tng mnyric.

Identity and weighing basis:

 Carvedilol 12.5 mg tablets: 4 &iokia / tablets.

¢ Ora-Plus: 50 mL.

¢ Ora-Sweet: g.s. ad 100 mL.

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

References: [1]

MpooTtacia epyalopévwy / Staff protection

KaBapr pakpuudvikn epyaoctnplakr evduvpaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPS. ANy YOV TLWY
pETE amnd empdAvvon/eBopd.

Xelplote(te tn COyLoN Kot Astotpi{Bnon oe xwWpo/dldtagn nov neplopi(Cel Saomopd Koviwy, e mpootaaia
0QOUALWY: 0 TOMOG AVANMVELOTIKAG MpooTaciag Kabopi(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], [3], [4]

ExTipnon kKivdéovovu / Risk assessment

JuYKeKPLUévN apTida avagopdc: 100 mL. MpwTto cvoTtatikd: KapBeSAdAn, dlokia 12,5 mg, 4 dlokia / tablets.
EAEYETE avegdpTnTa TN XNMHLKA HOPEN, TIG HOVABEG Kot KEBe KALMdKwon mpwv amnd ¢oylon.

Kplowo teAkd xapaktnploTikd e{val n enavadlaomnopd: opoyevomoloTte pwv and vrnodlaipean, eAEYETe okAnpPd
{Cnua kat emaAnBeboTe 4TL N BAOUOVOUNUEVN OTOUATIKA oUpLyya HETPA Tov amnattoluevo dyko Xwplc
andéppagn/aépa. H Sladyela 6ev e{val KPLTAPLO AMOBOXAC EVALWPHUATOGC.

KataypdyTte yla TNV TOmMKA avdAuon moodTnTa avd napaokevr, ouxvotTnTa epyaoiag, dtdpkela avolkTol
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHATIKOTNTA TWY HETPWY EAEyXoL. AuTd elval otowxela etladbouv
™G a§loAdynong- 6ev anodideTal mPooxNUATIKOG TEAKOG BaBudG Kwdivou.

KapBedAdAN: vepdogoAoyia pnopel va npokaAéoel évtovn vndtacn kot Bpadukapdia. EAEYETE TL N ouvTayr Kat
n €TkETA a@opolv TNV napoboa Loxd 0,5 mg/mL Kat dxL TNV GAAN LoXV TOL PUNTPEWOU.

Znuelo eAéyyou amnodéopevong: delypa and avTinPoowneLTIKG onuela kat and tnv apxi/TéEAog NARPWONG, UE
Kataypaer kabilnong f Slaxwplopol Kot enavadlacmopdc. EAEyETe 6T n poBAenduevn AfYn amodidel tnv
anattoVpevn moodTNTa: N eEWTEPLKA odolopop@ia pévn TG dev amodelkvieL opolopopPia SPACTIKAC.

Reference batch: 100 mL. First ingredient: Carvedilol 12.5 mg tablets, 4 dioki{a / 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
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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.

Carvedilol overdose can cause marked hypotension and bradycardia. Confirm that the prescription and label use
this 0.5 mg/mL strength rather than the other register strength.

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], [7], [9]

ZuvOnkec mapaockevnG / Compounding conditions

Mpw amnd avduEn: tavtonolnon XNUIKAG HopeAG Kal apTtidag kABe cuoTaTLKOD, KaTaypaer BEWPNTIKWY
TOCOTATWY Kal éAeyY0oC KabapldTtnTtag ToL eEonAlopol. OL BepuoKkpaoileg Kal N oelpd MPoaBrikNG lval avTég TNG
napakaTw 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], [4]

Tekpunpiwon BUD / BUD rationale

Aldpkela otnv nyr: H nnyr opiCel 90 nuépec.

H dudpketa avth elvat 0dnyla TNG CUYKEKPLUEVNG QappakoTol{ac/mNYAG. ZTov mapdvTa EAeyx0o dev emaAnBe0TNKE
A PNG MIPWTOYEVAG LEAETN TIOL VA TEKUNPLWVEL TALTAOXPOVA XNHLKH, PUOLKE KOl UIKPOBLOAOYLKH EMEKTACN TNG
(6lac TeAkAC obvBeonc.

ETLAEYHEVOC YEVIKOG Kavovag: €we 35 nuépeg yia udaTik Hoper HE KATAAANAO oOOTNUA CUVTAPNONG OTNY TEALKH
o0vBeon kat pH. Xpnatpomnowjote 20-25 °C, fj 2-8 °C pdévo dtav n nnyr To emTpénel/anattel kat n Hopen
MoPAUEVEL KATAAANAN. Aev entapkel N ovopaoia evdc ouvtTnENTIKOL £4v aLTO €xel apalwbel, adpavorolndel
peTagepOel o GAAN pdon.

To éplo BLBALOYPAPLKIG ava@opdc TnG napovoag €ékdoong elval n cuvtoudTeEPN HETAED TNG MOPATAVW BLAPKELAC
TNYAC Kal Tou yevikoD oplov. MNa napdtaon anatte(tal Tekunpiwon mov KAADTITEL
SpaoTIKA/EKDOXO/MEPLEKTIKOTNTA, TIEPLEKTN, OepoKkpacia, LEO0DO evOELKTLKA OTABEPOTNTAC KaL, Yia LOATLKNA
EMEKTOON, TNV AMALTOOPEVN HIKpoPBLoAoyikh Tekunpiwan. Epappootéa enionun USP-NF povoypaoia agloloyeitatl
XWpPLoTd oto NAApPeC 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 dvolypa 6ev mapaTteivel To cuvoAlkd BUD. H
TEALKA NUEPOUNVIO CUUMANPWVETAL YL TN GLUYKEKPLUEVN TIOPTIBA HETE TOUC EAEYYOULC.

O yeVIKOG Kavovag anoTeAel ouvTnENTIKS Oplo eMAOYAC Kol OXL MELpapATIKY anddelEn otabepdTnNTAC TNG
naptidag. H katnyopla cuvdéetal pe TNV TeEAKA obvBeon, TN oLVTAPNON KL TIG EMTPENOPEVEG Beppokpaaieg. H
TIUA aw 6gv MPoKOMTEL amd TO M0G0 TO VEPOU A TNV AMWAELX KATA TNV EApavan. MNa tekunpiwaon xpnotponoliote
SOP-014 kot F-006- yia €l6ikrj aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw o€ kdBe un otelpo napackedaoua. H tekunplwuévn tagvéunon tng
OLYKEKPLPEVNG o0vBeong unopel va xpnotpomotle{tal wg odnydc: Kataypdeetal pntéd wg ekTinon Kot XL WG
pétpnon. Auei{BoAn fj opltakr Ta€vounon amnattel l6iké tekurplo j KATAAANAN wétpnon. H nuepounvia teAtkol
okevdopatog dev vrepPaivel Tn dlaBéoun nuepopunvia Twv RdN MAPACKEVACUEVWY CLOTATIKWY/BATEWY, EKTOG Qv
€xeL voBeTNBel emapkrg €Ok TekUNPlwon yla TNV akpLBr] TeAkr obvBeon.

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 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.
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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], [5], [6], [8], [10]

Mpoamaitovpeva / Prerequisites

Aev anatte(tal xwploth Bdon pe KwdKkd pNTPWOoL. Tuxdy EUMOPLKE OYNUA TTHPAUEVEL TO AKPLBEC KATOVOUATOUEVO
npoidv touv mivaka.

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

References: [1]

EEonmAlopocg / Equipment

Zuyo6¢ KaTdAANANG eAdxLoTng 0ylong, youdi/omepog i opoyevonolnthg, doxela avdulEng, ondTovAEg,
BepudpeTpo dTav undpxel B€puavan, 6pyava oYKOUETPNONG YL MOoHTNTEG 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£00b0¢ mapaokevng / Compounding method

NAelotplBriote ta Siokia. AlaBpéETte pe pépog Twv 50 mL Ora-Plus, mpooBéote TO UTOAOLTTIO KAl LETAPEPETE.
EkmAOveTE TO LYd{0 pe Ora-Sweet kol cuunAnpwoTte ota 100 mL pe Ora-Sweet.

Powder tablets, levigate with part of the 50 mL Ora-Plus, add the remainder and transfer. Rinse mortar with
Ora-Sweet and make to 100 mL with Ora-Sweet.

References: [1]

Napatnpnoclg / Observations

Xpnotpomote{tat n popen Kot to dxnua tng nnyng. H woxdg twy Stokiwv/kayakiwv akoAouvBel Tnv emofuavor
TOUG. AgV TEKUNPLWVETOL L TOUATN Looduvapia dAAov oxAuaTog A Poidévtog. O KATAAOYOC TOL VOOOKOUE(OU
dnAwvel avabewpnon wg npog 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]

MepLékTnNG KalL ovokevagia / Container and packaging

OWTONPOCTATELTIKHA MAAOTIKH QLEAN TNG MPodlaypa@riG Tou GOAAOUL.
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Light-resistant plastic bottle as specified by the sheet.

References: [1]

MoloTikog éAeyxocG / Quality control

ontikA eE€Taon TOL TEALKOD MPOIOVTOC EVAVTL TNG AVAPEPOUEVNS EUPAVLONG. To QUAAO 6ev B{veL EMKVPWHEVN
HéB0B0 MooOTIKOU MPoadLloplopol f aplOunTiké HikpoBLoAoyiké dplo.

H nébodog, 1o 6plo amodoxAC, N MPAYHATIKA TIUA Kol 0 EAEYKTAC KaTaypdeovtal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdletal
attioAdynan.

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: [1], [9]

®0Aain / Storage

KaAd KAELOUEVOG, QWTOMPOCTATEVTIKOC MAACTIKOG MEPLEKTNG. H mNyr MpoTiud YoEn Kot emtpénel Bepuokpaaia
dwpaTtiov, xwplc aplBuNTIKS €dpOC.

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

References: [1]

A1aOeon / Dispensing

Xoprynon otnv akplBri cuvtayoypa@nuévn mMePLEKTIKOTNTA. Mo LYPA, XpNolomolioTe KATAAANAN
BaBuovopnpévn cbpLyya and Tov oTOUATOG: KATaypAYTe 880N Kol ouxvETNTA 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]

EmioApavon / Labelling

KapBedAbAn 0.5 mg/mL - méoLUo evalwpnua

And Ttov oTOUATOG

Moodétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviig / 66on / ouxvéTnTOo:

®OAaEN: KaAd KAELOUEVOG, GUTOMPOOTATEVTIKOG MAACTIKOG MEPLEKTNG. H Ny MPOTIUA YOEN Kal EMLTPEMEL
Bepuokpaoia dwuatiov, xwplc aplBunTtiké edpog.

AvakroTe/enavadloone{pete KAAQ mpwv and xprion.

©eppokpaoia yla To BUD auTtig Tng naptidag:

Carvedilol 0.5 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: __
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References: [1]

v9_controls / v9_controls

To apBunTiké 6plo oto apxelo elvat pévo 6pLo BLBALOYPAPLKAC avapopdG UTd TIC £LOLKEG TPODTIOBETELG. Agv €YEL
optotel BUD nmpaypaTikig mapTtidac kat 6ev éxouv napaxdel petprioelc aw. H akplBrg obvbean, ta
TIPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TIPETEL val EYKPLOODY YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vmoAoylopol BUD eival n évapEn tng napaokevic. Epapudletal To GLVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAeyY0 BLAPKELAC HETA TO Gvolypa. Ta dpla USP elval Texviké mAaiolo Kat 5ev
nopovaldfovtal WG EAANVLKN 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.

AveEAPTNTN EAANVLKA Kot ayYALKH andédoon/opydvwon otolxelwv TnG avagepduevng mNyRG. Agv anoteAel enlonun HETdepaon 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 kaiL mapanopmnég / Sources and references

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

05/2020 | PDF pp. 1-2 | master formula | 2026-09-10
https://www.nationwidechildrens.org/-/media/nch/specialties/pharmacy/compounding-formulas/carvedilol-oral.pdf
[2] DailyMed / NLM: CARVEDILOL TABLET, FILM COATED [ST. MARY'S MEDICAL PARK PHARMACY]

SPL published Aug 28, 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=8a82149f-aade-2a9b-e053-2995a90a9daf

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

AwoBéotpo 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] 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
[71 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
[8] 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
[9] 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
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[10] 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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