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Koppiooyo méaoipo 6xnpa Ph. Fr.

Acacia oral vehicle (potion gommeuse) Ph. Fr.

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: 150 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Zipéme Ph. Fr. 309
Syrup Ph. Fr.

KOuuL akokiag 109
Acacia

ApWHATLIKS DBWP GvBoug MopToKaAL&g Ph. Fr. 10g

Orange-flower water Ph. Fr.

KekaBapuévo 06w g.s.ad 150 g
Purified water

Mpoamaitovpeva / Prerequisites

CGR-FR-027 Simple syrup Ph. Fr.; Aneotayuévo 0dwp avBéwv noptokaAldg Ph. Fr. / Orange-flower distilled water
Ph. Fr. Aneotayuévo 06wp avBéwv moptokaAldg Ph. Fr. / Orange-flower distilled water Ph. Fr.

Meplypa@n okevaopatog / Preparation description

IEWBeC dlavyég vmokiTpvo vypld, avaulELo pe vepd.

Viscous clear pale-yellow liquid, miscible with water.

References: [1]

Apaon kai xpRon / Action and use
KouULwbeC €kB0oY0 MOCLUWY TMAPATKELWIV.
Mucilaginous vehicle for oral preparations.

References: [1]
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Mpobiaypagéc / Specifications
TAMC =102 CFU/g; TYMC =10* CFU/g; E. coli: absent / anovaoia in 1 g or mL
TAMC =102 CFU/g; TYMC =10* CFU/qg; E. coli: absent / anovaia in 1 g or mL

References: [1]

®wg / Light

Mo to TeAkd okevaopa n nyr opiCeL:
Mpootaoia and ewg, 2-8 °C.

For the finished product the source specifies:
Protected from light, 2-8 °C.

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTABEPATNTAC TOL TEALKOD HiyPaTog o0TE anaitnon adpavolg aTtudéoealpac.
Tnpe(tal 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 dtaAvtéTnTa / Water and solubility

JuotaTtikd TnG Bdong CGR-FR-027: Zakxapdln: n avtiotolyxn kabapr npwtn OAN Katd JP elvatl moAd evdldAvtn oto
vepPod.

Component of base CGR-FR-027: Sucrose: JP classifies the corresponding pure raw material as very soluble in
water.

References: [5], [6]

Yypaoia / Humidity

Agv dlveTal apBuUnTIkS 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

Mo to TeAkd okebaopa N mnyr opiCeL:
Mpootaoia and ewg, 2-8 °C.

For the finished product the source specifies:
Protected from light, 2-8 °C.

References: [1]

pH kat cvpBatoéotTnta / pH and compatibility

Agv op(Cetal eldlkd e0poC pH ToL TEALKOD OKELAOUATOC. Agv TpooTiBeTal puOULOTAG pH XWPI(C TEKUNPLWHEVN
aAAayr TnG obvBeanc.

No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.
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References: [1]

AAAec aAAnAenibpaoclg / Other interactions

Agv mopéxeTal mAAPNG doku cupBaTdTNTAG TOL PiyHaTog Pe MPdobeTa SpaaTikd B dlagopeTikd £€kdoya. Ot
LTIOKATAOTAOELG amaLTolY 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

Tavtonoinon kat Bdon Coylong:

e Z1pém Ph. Fr.: 30 g.

e Képut akakiog: 10 g.

e ApwpaTikd DO6wWpP dvBoug MopToKAALAG Ph. Fr.: 10 g.

OL dnAwpéveg popeEg/moldTnTeG avrjkouvy aTnY akpLBr abvBeon Tng MNyNAG.

ZuoTaTiké TNG Bdong CGR-FR-027: Zakyxoapdln: mpwtn VAN UE XOPAKTNPLOUS SLaALTOTNTAG OTO VEPS «TTOAD
€udLdAvTN» KT JP.

Identity and weighing basis:

e Syrup Ph. Fr.: 30 g.

e Acacia: 10 g.

* Orange-flower water Ph. Fr.: 10 g.

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

Component of base CGR-FR-027: Sucrose: raw-material water solubility is classified as very soluble by JP.

References: [1], [5], [6]

Mpootacia epyalopévwy / Staff protection

Kabapr HoKpLUPAVLIKN EpyaoTnplakr evdupaoia, KEALYN HAAALWY KL YAVTLO KATA TOV XELPLOUS. AANAQYH YOVTLWV
META amnd emudAvvaon/ebopd.

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

References: [1], [2], [3]

EKTipnon kKwvéovovu / Risk assessment

ZuyKekpLuévn mapTida avaeopdq: 150 g. Mpwto ovotatikd: Zipdmt Ph. Fr., 30 g. EAEyETe aveEdpTnTa TN XNHLKA
pHop@Hr, TIC HovAdeC Kol KABE KALHdKkwan pLy amd CoyLon.

Q¢ €vBLApEDTO, QEPEL ELBLAKPLTN TAVTAOTNTA KAl CLUYKEVTPWON- 6ev SlaTiBeTal WG TEAKS pdpuako. H apalwon
npooBnkn dpactikig anattel véo vrmoAoylopd ekdOXwv, ouvtripnong kot BUD. EAEyETe 6TL KGBe eEapTwpevn Bdaon
€xeL anodeopuevOEel.

KataypdyTe yia TNV Tomkr avdAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKela avolkTol
XELPLOMOD, MBAVEC 0600¢G €KBEONG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEy)OoL. AuTd elval atolyela elgédouv
NG aloAdynong: 6ev amnodibetal mMPooYNUATIKOG TEAKOC BaBUdC KLwbOvou.

Inueio eAéyxov amodéopevong: enPBeBatote TeEAKS dyko | udla otn Bepuokpacia avagopdc, Stadyela A
npoBAenduevn Slaomopd Kal CUPPWYVIR MEPLEKTN/MWUATOG HE TN GUVTAYH. A OYKOUETPLKA avaywyrh 1Ny
eglowveTe g he ML xwpi(g TeEKUNPLWUEVN TTIUKVOTNTA.

Reference batch: 150 g. First ingredient: Syrup Ph. Fr., 30 g. Independently check chemical form, units and every
scale conversion before weighing.

As an intermediate, label identity and strength clearly and do not dispense as a finished medicine. Dilution or
addition of an active requires new excipient, preservation and BUD calculations. Confirm release of every required
base.
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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], [8], [10]

ZuvOnkec mapaockevng / Compounding conditions

Mpw and avdulgEn: Tavtonoinon xNULKAG HOPPAC Kot apTidag kABe cuaTaTIKOD, KaTaypaPr] BEWPNTIKWY
MOCOTATWY KAt éAEYX0GC KaBapldTNTAC TOu EEOMALOMOD. OL BEpoKPaOleG 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], [3]

Tekpnpiwon BUD / BUD rationale

Aldpkela otnv nnyr: Méyloto 7 NUEPEG.

H dudpketa avth elvatl 0dnyla TNG CUYKEKPLUEVNG QappoKoToLaG/MNYAG. ZTOV MapdvTa EAeyx0o dev emaAnBe0TNKE
TMAAPNG MPWTOYEVAG HEAETN TIOL VA TEKUNPLWVEL TALTOXPOVA XNULKH, UOLKHA Kal UKPOBLOAOYLKH EMEKTACN TNG
(dlag TeAkrig obvBeong.

EMAEYEVOC CLYVTNPNTLIKOC YEVIKOG KOvOvaC: €wG 14 nuépeg aToug 2-8 °C yla LOATLKA HOoPEH XWPIC EMAPKWCG
TEKPUNPLWHEVN guvTrpnaon. Mpobnédeaon elvatl 6TL N YOEN dev mpokaAel KaBITnon, un avacTPEPLUO Slaxwploud r
GAAN anwAsla KataAAnAdTNTAG. AV auTr N npodndéBeon amnotixEL, 6ev xpnotdotmotle(tal To 14APEPO o€
Beppokpacia dwuatiov- anatte{tal bk TekUnpiwaon cdvtoung xpriong.

To 6pLo BLBALOYPAPLKAG ava@opd 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, HEBOBO0 eVOELKTIKH OTABEPSTNTAC KaL, Yla LOATLKN
EMEKTAON, TNV AMOLTOOMEVN HIKpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia aglooyeital
XWPLOTAE 010 MAAPEG KE(PHEVS TNG.

Huepounvia xpriong = n evwpitepn emtpenth NUEpounvia and napaokevr + emAeyuévn dldpkela, AREELC TPWTWY
LAWY KaLl 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 EAEYXOUG.

O yevikdG kavédvag amnoteAel ouvTNPENTIKS dpLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTidac. H katnyopia ovvdéeTal ye TNV TEAKA oOVOEON, TN CLVTAPNON KAl TG EMTPENOUEVEG BEPUOKpaTieC. H
T aw 6gv mpokLTTEL and To MoooaTéd vEPOL N TNV amMWAeLx KaTtd TV EApavon. MNa tekunpiwon xpnoluonotjote
SOP-014 kat F-006- ywa €161krj aw, SOP-017 kat F-012.

Ateukpivion USP: dev anatte{tal pétpnon aw yla kdBe pn otelpa napackevr. H katnyopia pnopel va tekunplwOel
and TNV akpLBr obvBeon Kal KATAAANAQ QVTLMPOCWTEVTIKA Mapadelypata: dtav n obvdeon elvat aBéRatn
oplakr, MPOTIPATOL EL6LIKA HETPNON HE KATAAANAN LUEBOBO. ZTNY napoloa ékGoan Hev umdpyel HeTPNUEVN aw OUTE
anodeapevpuévn moptida. H Sldpkela Tov TEALKOD OKELAOPATOC KaTd kKavdva 6ev vepBaivel To evamouévov BUD
TWY EVOWUATWHEVWY YAANVIKWY BAoswv/evolapéowy. EEaipeon xpetdletal €dikr attioAdynon 6Tl dgv
ennpedletal SUOPEVWG N PLOLKH, XNHULWKA A HIKkpoBLoAoyLkA moldTnTa. Kataypdyte YWPLoTd TEAKS 6pLo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPEOWY KAl TPAYHATIKA nuepounvia ARENG Toug.

Period reported by source: Maximum 7 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
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the required microbiological evidence for agqueous 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 clarification: aw measurement is not required for every nonsterile preparation. Category assignment may use
the exact composition and relevant representative examples; an uncertain or borderline formulation is best
assessed by a suitable specific measurement. This edition contains nho measured aw or released batch. The final
preparation generally must not outlast the remaining BUD of its compounded bases/intermediates. An exception
requires specific justification that physical, chemical and microbiological quality is not adversely affected. Record
the final limit, intermediate preparation dates and their actual expiry dates separately.

References: [1], [4], [7], [9], [11]

Mpoamaitovpeva / Prerequisites

Simple syrup Ph. Fr.: CGR-FR-027
Aneotayuévo 06wp avBEwv MoPTOKAALAC Ph. Fr. - akplBEc BonBNTIKS LALKS A evBLAPETO TNG TINYAG: amattolvTal
TavtéTNTO, MPOdLaypa@r], anodeouevpévn nopTida Kot EAEYX0G TNG OXETIKAG dladikaoiag.

Simple syrup Ph. Fr.: CGR-FR-027
Orange-flower distilled water Ph. Fr. - qualified source-standard auxiliary

References: [1]

EEZomAlopog / Equipment

Zuyég KaTtdAANANG eAdxlotng COyLong, youdi/omepog A opoyevonolnTthg, doxela avdulgng, ondTtouvAeg,
BepudueTpo dtav undpyxel O€ppavaon, dpyava oyKopéTpNong 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£0060¢ mapaokevng / Compounding method

AeloTpBrioTe Koviomotnuévn akakia pe olpdmi. NMpoobéote aTadlakd DdWP Kal avBOVEPO, CUUMANPWOTE Kal
OLOYEVOTIOLAOTE.

Triturate powdered acacia with syrup. Gradually add water and orange-flower water; adjust and homogenise.

References: [1]

Napatnpnoclg / Observations

H teAkn moodtnta €ival n Bdon tou mivaka obvBean. KataypdeovTal MpayHaTik anddoaon, Tuxév anwAELEC Kal
anokA{oELC 0TO QUAAO EKTEAEDNG.

The final quantity is the master-formula basis. Record actual yield, losses and deviations in the batch record.

References: [1]

MeplékTnG KaL ovokevaoia / Container and packaging

EmAoyn yia Tomikh agloAdynaon: KaAd KAeLoTH QLAAN cupBath He To LYPS. Mpv and MAApPwWaOn eAEyxovTal
KaBapldtnTa, akepaldTNTA, OTEYAVOTNTA Kol oLUBATOTNTA LALKOD/MWHATOC. H 161k povoypagia 6ev
TEKUNPLWVEL GUYKEKPLIEVO EUTIOPLKS TIEPLEKTN.
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Selection for local assessment: well-closed bottle compatible with the liquid. Check cleanliness, integrity, closure
and material compatibility before filling. The specific monograph does not validate a particular commercial
container.

References: [1]

MoloTik6G éAeyxocG / Quality control

TAMC =102 CFU/g; TYMC =10* CFU/g; E. coli: absent / anmovoia in 1 g or mL

H néBodog, 1o 6pLo amodoxAC, N MPAYHATIKA T Kol 0 EAEYKTAC KaTtaypdeovtal xwplotd oto F-005. Anotuyia
kplowng npodiaypagric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavdAnyn eAéyxwv xpetdletal
alttloAdynon.

TAMC =102 CFU/g; TYMC =10* CFU/qg; E. coli: absent / anovaia in 1 g or mL
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

2UVONAKEC/MEPLEKTNG oL avaeépel N nyr: Npootacia and ewg, 2-8 °C.
Mo 1o eMAEYUEVO YEVIKO avwTaTo 6pLo: 2-8 °C, epdoov dlatnpoldvTal N UK KATAAANASTNTA KaL N
ouuBaTATNTA UE TN OLYKEKPLPEYN TINYH. Agv epapudleTal To 14rjuepo og Beppokpaoia dwuatiov.

Source-reported conditions/container: Protected from light, 2-8 °C.
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: [11], [4], [7]

Awa0eon / Dispensing

Evbldueon Bdon ywa epyactnplakn xprion. H evowpdtwon dpaotikAc anattel véo éAeyyxo obvBeong, pH,
ouvtApnong kot BUD Ttou teAlkoD mpoiévTod.

Intermediate base for compounding. Adding an active requires reassessment of the final composition, pH,
preservation and BUD.

References: [1]

EmioApavon / Labelling

Koputooyo méaiuo éxnua Ph. Fr.

Epyaotnplakr Baon - 6xt auean xopriynon

Moocétnta: _ Maptida:

Mapaokevdotnke: _ XpAon éwg:

AgBeviig / 86on / ouyvéTnTOo:

®OAAEN: 2-8 °C, peTd TNV enBeBaiwon KataAAnAdTnTOC YoENC.
©eppokpaoia yla To BUD auTtig Tng naptidag:

Acacia oral vehicle (potion gommeuse) Ph. Fr.
Compounding base - not for direct administration

Quantity: _ Batch: __

Prepared: __ Useby:

Patient / dose / frequency:

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

References: [11], [4], [7]
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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] Potion gommeuse (2012) (15/02/2012)

2012 | PDF pp. 1-3 | master formula | 2026-10-14

https://ansm.sante.fr/uploads/2020/10/23/potion-gommeuse.pdf

[2] 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
[3]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

[4] 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

[5] MHLW - Japanese Pharmacopoeia XVIII: Sucrose

JP XVIII, 2021; English text | Printed p. 1748; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[6] Sirop simple (1992) (15/02/2012)

1992 | PDF pp. 1-2 | master formula | 2026-09-10

https://ansm.sante.fr/uploads/2020/10/23/sirop-simple.pdf

[71 llinois 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

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
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https://picscheme.org/docview/3443

[11] USP - General Chapter <795> FAQs
Updated 1 November 2023 | Questions 52, 54-56, 60-62; PDF pp. 11-14 | Primary clarification of aw classification, extension prerequisites and
compounded-component BUDs; not automatic Greek legal adoption | 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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