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BakAo@aivn 10 mg/mL - méo1M0 evalwpnua

Baclofen 10 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

BakAogaivn, diokia 20 mg 50 6iokia / tablets
Baclofen 20 mg tablets

Ora-Blend, éxnua g.s. ad 100 mL
Ora-Blend vehicle

MNeprypag@n okevaopatog / Preparation description

Méouo evalpnua TNG avaypaedpevng obvbeang. To eOAA0 IWK 6ev 6ilvel mpodlaypaen
XPWHATOG/00UAG/LEWBOULG.

Oral suspension of the listed composition. The IWK sheet does not specify colour/odour/viscosity.

References: [1]

Apaon kaL xpron / Action and use

AvTLOTIAOTLKS YLO OTIACTIKOTNTA.
NAnpogopla ywa tn 6pacTikh and emoruavon GAAOL MPOIGVTOC: 6V TEKUNPLWVEL TN oTtabepdTnta f Soocoloyia
ouToD TOL YOANVIKOD OKELAOUATOG.

Antispasticity agent.
Active-drug context from another product’s labelling; it does not establish stability or dosing of this compounded
preparation.

References: [2]

Mpodiaypagic / Specifications

Agv d{vovtal eldlkd aplBunTkd dplta QC. Tormikd va KaBopLaTolv OUOLOYEVELD, avadlaomopd Kol KpLThpLa
anobdéapevong.

No numerical QC criteria are given. Define local homogeneity, redispersibility and release criteria.

References: [1]
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®wg / Light

Mo to TeAkd okevaopa n nyr opiCeL:
Kexplunopdxpwo mAaotikd eLaAidlo, mpootacia and ewc. WOEN i Beppokpacio dwuatiov. Asv 6lvetal
apBuNTIKS €0poc Bepuokpaaiac.

For the finished product the source specifies:
Amber plastic bottle, protected from light. Refrigerate or room temperature. No numerical temperature range
stated.

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
BakAogaivn, diokia 20 mg: n avtiotowxn kabaprh nmpwtn VAN KaTd JP elvat Alyo dlaAvtr oto vepd.
Baclofen: JP classifies the corresponding pure raw material as slightly soluble in water.

References: [4]

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

Agv mopéxetal mAAPNG doku oupBaTtdTNTAG TOL PiyHaTog Pe MPdoBeTa 6paaTikd B dlagopeTikd £kdoya. Ot
LTIOKATAOTAOELG amaLTolY 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
BakAogaivn, dtokia 20 mg: mpwtn OAN WE XapaKkTNPELoUd SLaALTOTNTAG 0TO vEPS «Alyo dlaAvTr» Katd JP.
Baclofen: raw-material water solubility is classified as slightly soluble by JP.

References: [4]

Mpootacia epyalopévwy / Staff protection

KaBapr HoKpLUPAVIKN EpyaoTnplakn evdupaoia, KEAALYN HAAALWY Kol YAVTLa KaTd Tov XELPLopUd. AAAQYH YOV TLWV
METE and enudAvvon/eBopd.

Xelploteite TN COyLON Kot AstotpiBnon oe xwpo/dldtagn nov neplopi(Cel Saomopd Koviwy, e mpootacia
0POAANWY: 0 TUTOG AVATIVELOTLKAG pooTtaciag 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], [5]

EKTipnon kKwvéovovu / Risk assessment

ZuyKekpLUEvn mopTida avaeopdg: 100 mL. Mpwto cvoTtaTikd: BakAogaivn, Stokio 20 mg, 50 diokia / tablets.
EAEYETe aveEdpTnTa TN XNHUKA HOPOH, TIC HOVAdEC Kol KABe KALMAKwWaonN Tpwv amnd CoyLon.

Kpl{olo teAlkd xapaktnploTiké elval n enavadlaomnopd: opoyevonotjote nptv and vrnodlaipean, eAEyYETe okANpo
{Cnua kat emaAnBebote 6TL N BaBuovounuévn oTOPATIKA cUPLYYQ HETPE TOV anatToOHEVO OYKO XWP(G
anéppagn/aépa. H Slalyela 6ev e{val KpLTAPLO AMOdoXAC EvaLWPHUATOGC.

Kataypdyte yla Tnv Tomkr avéAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKeLa avolkTol
XELPLOMOD, MBAVEC 0600G €KBEONG KL AMOTEAETUATIKOTNTO TWY HETPWY eAEyXOoL. AuTd elval atolyela elgédouv
NG aloAdynong: 6ev amnodibetal mMPooYNUATIKOG TEAKOC BaBUdC KlwbOvou.

Inueio eAéyxouv amodéopuevong: delypa and avTMPOooWNEVTIKA onuela Kat and tnv apyr/TéAog MAApwWaOnC, e
kataypaen kabi{fnong r dlayxwplopol kat enavadlaonopdg. EAEyETe 6TL n npoPAendpevn Afjyn anodidel Tnv
anoLToOHeEVN MoodTNTA: N EEWTEPLIKH opolopop@ia uévn Tng 6gv amodelkviel opolopopeia SpAoTIKAC.

Reference batch: 100 mL. First ingredient: Baclofen 20 mg tablets, 50 6iokia / 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: [11], [9], [11]

ZuvOnkec mapaokevng / Compounding conditions

Mpw amnd avduEn: Tavtonolnon XNUIKAG HopeA¢ Kal mapTidag kABe cuoTaTIKOD, KaTaypapr BEWPNTIKWY
TMOCOTATWY Kal £AgyX0G KaBapldtnTtag Tov e§omAtopol. Ot Beppokpaaieg kat n oelpd npoadrikng elval auTég TNG
nopakdTw dladikaoiag.
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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

Atdpkela oTtnv mnyn: H nnyr dnAwvel otadepdtnTa 60 NUEPWY LTO TIG MAPATIAVW CUVORKEG.

MpwTtoyeviAg LEAETN TNG (Blag SpacTikiG/Lox0oG: 60 NUEPEG XNUIKAG 0TaOEPOTNTAG OE dLAPOPETIKA
OLYKEKPLEV oxAuaTa, aToug 5/25 °C. Agv anodelkviel avtéopata tooduvauia Ora-Blend A ptkpoBLoAoyikn
eNEKTOON.

EMAEYEVOC YEVLIKOG KOVOVAC: €WC 35 NUEPEC Yo LBATIKA HOPPH HE KATAAANAO 0OOTNUA CLUVTHPNONG OTNY TEALKA
obvBeon Kat pH. Xpnaotwonotjote 20-25 °C, i 2-8 °C yévo étav n nnyr to enmttpénel/anattel Kat N popen
MoPAUEVEL KATAAANAN. Aev enapke( N ovopaoia evdc ouvTnENTIKOL £4v aLTO €xel apalwbel, adpavorolnOel
peTaepBel o GAAN @don.

To 6plo BLRALOYPAPLKAG ava@opdc TnS nmapoloac ékdoong lval n cuvtopdTeEPN HETAED TNG Mapandvw dldpkeLlag
TNYAG Kal Tou YeVLKoL oplov. MNa napdtaon anotte{tal TeEKunpiwaon mov KAAOTTEL
SpaoTIKA/EKBOXO/MEPLEKTIKOTNTA, MEPLEKTN, Oepokpaaia, HEB0B0 eVOELKTIKH 0TABEPSTNTAC KaL, YLa LOATLKN
EMEKTAON, TNV AMALTOOUEVN HikpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia aglooyeital
XWPLOTA 0To MARPEC KE(eVS TNG.

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

O yevikdG kavédvag anoteAel ouvTNPENTLIKS dpLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTidac. H katnyopia ovuvdéeTal pe TNV TEALKA oOVOEON, TN cLVTAPNON KAl TG EMTPENOUEVEG BEpUoKkpaaiec. H
TR aw 6gv MPOKOMTEL and TO M0G0 TO VEPOL | TNV AMWAELX KATA TN Efpavan. MNa Tekunpiwaon xpnolonotioTe
SOP-014 kat F-006- ywa €161krj aw, SOP-017 kat F-012.

H USP 6¢ev amnattel pétpnon aw oe kKadBe pn otelpo napaockebaopa. H tekunpuwuévn tagvéunon tng
OLYKEKPLIEVNG oVvBeaNnG pnopel va xpnotpomole{tat wg 0dnyd¢: kataypdeeTal pnTéd WG eKTiNON Kot OxL WG
pétpnon. Auei{BoAn | oplakr tagwéunon anattel €6kd TEKPAPLO A KATAAANAN HéTPnon. H nuepounvia TeAkoO
okevdopaToc 6ev vepPBaivel Tn SlaBéoun NUEpounvia Twy BN MUPACKEVATUEVWY CLOTATIKWY/BACEWY, EKTOC Qv
€xeL vloBeTNBel emapkrg e8Ik TekUNP{woN yla TNV akpLBr] TeAk obvBean.

Period reported by source: Source states 60-day stability under those conditions.

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 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.

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], [6], [7], [8], [10], [12]
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Mpoamairtovpeva / Prerequisites

Agv anotteltal xwploth BAoN PE KWOLKS HNTPWOUL. TuxOv gunoptkd 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 eAdxlotng C0ylong, youdi/omepog i opoyevonolnthc, 6oxela avaulEng, ondTouvAeg,
BepudueTpo dTav vnidpyeL 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

NelotpBriote ta Slokia. AlaBpéEte pe mepimov 10 mL oxrfjuatog Kal ogoyevomolote o€ ndota. MNpoobéote
oTadlakd OXNUA, HETAPEPETE OE OYKOUETPLKO TIEPLEKTN KOl CUUMANPWOTE OTOV TEALKO GyKo. Avapui§Te Kat
OLOKEVLAOTE.

Pulverise tablets. Levigate with about 10 mL vehicle, dilute progressively, transfer to a graduate and make to final
volume. Mix and package.

References: [1]

Napatnpnocig / Observations

®OANO IWK 13/06/2017- 0 dnudoLlog KaTtdAoyoc SnAWvel avadewpnon évavtt NAPRA. H avagepduevn otabepdtnta
bev 1ooduvapel e eykekplpévo tomikd BUD. Atatnpriote to akplBEG dxnua Kat a&LloAoyrjote TNV TeKUnpiwon.

IWK sheet 13/06/2017; public index reports NAPRA review. Stated stability is not an approved local BUD. Retain
the exact vehicle and assess supporting evidence.

References: [1]

MeplékTnG KaL ovokevaoia / Container and packaging
dalok{Tpvn MAACTIKA QLEAN.
Amber plastic bottle.

References: [1]

MoloTik6¢ éAeyxocG / Quality control

Agv 6{vovtal eldlkd aplBunTikd dpla QC. Tormikd va KaBopLaToOY OUOLOYEVELD, avadlaomopd Kol KpLThpLa
anodéapevong.

H uéBodog, to 6pLo anodoyrg, N MPAYHATLKA TIUA KAl 0 EAEYKTHG KataypdeovTal xwplotd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavdAnyn eAéyxwv xpeldletal
aLTloAdynon.

No numerical QC criteria are given. Define local homogeneity, redispersibility and release criteria.
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], [11]
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®0Aagn / Storage

Kexplunopdyxpwuo mAaoTiké @laAidio, mpootaoia and owc. WOEN rj Bepuokpacia Swuatiov. Agv diveTatl
apBuNTIKS €0poc Bepuokpaaiag.

Amber plastic bottle, protected from light. Refrigerate or room temperature. No numerical temperature range
stated.

References: [1]

Awa0eon / Dispensing

Xopriynon otnv akpLpri cuVTayoypaPnUéVn MEPLEKTIKOTNTA. Ma LYPA, XPNOLHOTIOLOTE KATAAANAN
BaBuovounuévn cbpLyya amd tov oTdPaTOC: KaTaypdyte 60N Kal 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]

Enmwonpavon / Labelling

BakAogaivn 10 mg/mL - mOOLU0 Evalwpnua

Ané tTov oTéUATOG

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AobBevric / 6éan / ouyvéTnTa:

DOAaEN: Kexplunapdxpwpo mMAAoTIKO @LaAiblo, mpootacia amd ewc. WOEN | Beppokpacia dwuatiov. Aev dlvetal
apLBUNTIKS ebpoc Bepuokpaaiac.

Avakivrjote/enavadloone{pete kKaAd pw and xpraon.

©eppokpaoia yla To BUD autAg tng naptidag:

Baclofen 10 mg/mL oral suspension

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:

Storage: Amber plastic bottle, protected from light. Refrigerate or room temperature. No numerical temperature
range stated.

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 UTO TIC £LBLKEG TPODTOBETELC. Agv €xEL
oplotel BUD npayuaTtikAg maptidag kat dev £xouvv mapayOel petprioelg aw. H akplBric obvBeon, ta
TPOATMALTOOHEVQ, 0 TIEPLEKTNG, N POAAEN KAl T oTolxela eAEyYOL TIPETEL VO EYKPLOOUY YL TN OLUYKEKPLUEVN
epappoyr. H €vapgn tou vmoAoylopol BUD eival n €vapén tng napaokevg. Epapudletal To GUYTONSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO €Aeyy0 BLdpKeELag HETA TO Avolypa. Ta dpla USP elval texviké mAaiolo kat dev
napovoldfovtal WG eEAANVIKY 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 EAANVLK KOl ayYALKH andédoon/opydvwaon oToXelwy TNG ava@epduevnc MNyNg. Aev anoteAel enlonun petdgpaaon fi €ykpLon Tou
€kdOTN.
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Independent Greek/English adaptation and organisation of facts from the cited source. This is not an official translation or publisher
endorsement.

Mnyéc ka1 mapanopunég / Sources and references

[1] IWK Health - Pharmacy, institutional compounding formula

13/06/2017 | PDF pp. 1 | master formula | 2026-09-10
https://www.dir.iwk.nshealth.ca/Content/cf/03403968-485e-4d98-8a8d-20f06a580dd6.pdf?v=59a45dca-81c5-45dc-9fce-cf89fd4e7c3a
[2] DailyMed / NLM: BACLOFEN 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=4e2cd27d-91c7-4f15-96cc-3971769dbeaa

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

Awabéoipo 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] MHLW - Japanese Pharmacopoeia XVIII: Baclofen

JP XVIII, 2021; English text | Printed p. 510; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904440.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
[71 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] Allen LV Jr, Erickson MA lIl. Stability of baclofen, captopril, diltiazem hydrochloride, dipyridamole, and flecainide acetate in
extemporaneously compounded oral liquids

Primary study; abstract read | Am J Health Syst Pharm. 1996;53:2179-2184; DOI 10.1093/ajhp/53.18.2179 | Abstract only; chemical/physical
evidence; applicability is appraised in the BUD field | 2026-09-12

https://pubmed.ncbi.nim.nih.gov/8879325/
[9]1 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
[10] 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
[11] 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
[12] 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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