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ZUMTIUKVWHEVO DOWP KANPOPAC

Concentrated Camphor Water

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKat mpdéoRaocn otnv mnyn / Provenance and source access

BP: npoéAevon and ta napexdUeEVA aMooTAoPATA TNG avapepduevng €kdoong. H mpoéAsvon, n ékdoon Katl ta dpLa
TWY MOPEYXOUEVWY QATOCTIOOUATWY/BLBALOYPAPLKWY ava@opwy dlatnpolvtal. To ke{pevo elvat n mapexduevn Kat
avaBewpnpévn eyypaer Sikalias, éxt véa MApnG avadnuoaoievon Tov mpwToTUTNOL TNG MNYAG. NMpdoBacn oto

A PEC MPWTATLMO YIVETAL OTOV EMONUO €KEATN, HE TNV amattoOueVn ddeta fj cuvdpopr. Aev BnAWveTal 6TL
EKKPEUEC alTnua emavdyxpnong €xeL eyKpLOEL.

BP provenance: supplied extracts of the cited edition. 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.

Z0v0eon avagopadc / Reference formula
Bdon / Basis: 1000 mL

ZvoTaTLKO / Ingredient MoooétnTta / Quantity

PaKepLK KOUPOPE 4049
Racemic camphor

AlBavoAn 90% v/v 600 mL
Ethanol 90% v/v

Yowp katd BP g.s. ad 1000 mL
Water BP

Meplypa@n okevaopatog / Preparation description

Yypr Bdon rj BondnTikd SLdAvUa: ZUUMUKVWPEVO DEWP KAUPOPAC. MpdabeTa KpLTrpla epedviong dev
TEKUNPLWYVOVTAL 0TO eE€TaOBEY €LOLKS Kel(pevo.

Liquid base or auxiliary solution: Concentrated Camphor Water. Additional appearance criteria are not established
by the specific text reviewed.

References: [1]

Apdaon kaL xpRon / Action and use

dappakoTeXVIKA Bdon 1} €kdoX0o yla TNV EVOWPATWON 0TV KATAAANAN napackevr. H oupBatétnTa pe kK&Be
dpaoTIKA XpeldleTal xwWPLoTo €AEyYO.

Pharmaceutical base or excipient for incorporation into an appropriate preparation. Compatibility with each active
requires separate assessment.

References: [1]

Mpobiaypagéc / Specifications
ALBavéAn 51-55% v/v.
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Ethanol 51-55% v/v.

References: [1]

®wg / Light

Agv MapéxeTal EL6IKA QWTOOTABEPATNTA TOL TEALKOU TPOIOVTOC. H amatTtoOUEVN QWTOMPOOTAC(O TOL MEPLEKTN,
epboov opiCetal, avagépetal atn GOAAEN.

Finished-product photostability is not specified. Any required container light protection is stated under Storage.

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation
Kapgopd: mtnTikA mpwtn OAN: KAAQ KAELoTé Soyelo.
Camphor is volatile; keep the raw material well closed.

References: [2]

Nepo kat SuaAvtotnTa / Water and solubility
Kapgpopd: Alyo dlaAvtr gg vepd, eLBLAALTN Og Atmapd éAaia Kot OAD Alyo dLaAuTr o€ YAUKEPOAN.
Camphor: slightly soluble in water, readily soluble in fixed oils and very slightly soluble in glycerol.

References: [2]

Yypaoia / Humidity

Agv SlveTal apBPUNTIKS OPLO OXETLKNAG LYPATI(AC YL TO TEALKO oKeDaOoUa. ATopebyovTal dLaBpoxh MPWTWY LAWY
KOl HETOPOPA CUUMUKVWHETWY 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
Kapgpopd: neplopiote un avaykaia B€puavon Adyw nmtnTKOTNTOC.
Limit unnecessary camphor heating because of volatility.

References: [2]

pH kat cvpBatoéoTnta / pH and compatibility

Aegv opi(letal 161kd €0pog pH ToL TEALKOU OKeLAOHATOG. Agv TpoaTiBeTal pLBULOTAG 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]
AAAeG aAAnAembpaocelg / Other interactions
ALOavOAN: aovUBATOHTNTA LE LOXUPE OEELOWTLKA.

Ethanol is incompatible with strong oxidants.

References: [3]
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Ewdika otolxeia cvotaTtikwy / Ingredient-specific information

Pakeutkr Kappopd: Ak KPLOTAAALKY, €00pUTITN Katl MTNTIKA OAN. Z€ aAOLPEG SlaAbeTal MPWTA 0To €AaLo A g€
MLKPO HépoC TNG BAoNg, og xaunAr Bepuokpaaoia.

Racemic camphor: white, crystalline, friable and volatile material. For ocintments, first dissolve in the oil or a small
portion of base at low temperature.

References: [2]

Mpootacia epyalopévwy / Staff protection

KaBapr HOKpLUPAVLIKN EpyaoTnplakn evdupaoia, KEAALYN HAAALWY Kol YAVTLa KaTd Tov XELPLoUd. AAAQYH YOVTLWV
HETE and enudAvvon/eBopd.

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

References: [11], [4], [5]

ExTipnon kKivdéovovu / Risk assessment

ABavOAn: ebeAeKkTOL aTHO( amopdkpuvon MNYWY AVAPAEENG Kol KATAAANAOG aeplondc. H TeAk Taglvdunon
egapTtdTal and ovykEvTpwaon/uiyua.

ZuykekpLuévn mapTtida avagopdc: 1000 mL. MpwTo cvotaTtikd: Pakeulk kapgopd, 40 g. EAEyETe aveEdpTnTa TN
XNUIKA Hopor, TIG HOVADdECG Kal KABe KALUdKwaon mpwy and Coylon.

QC evdLapeTo, PEPEL ELBLAKPLTN TAVTATNTA KAl GLYKEVTPWON: 6ev dlaTiBeTal WG TEAKS @dpuako. H apaiwon A
npooBikn 6pacTtikig anattel véo umoAoylopd ekdOXwWvY, cuvtApnong Kat BUD. EAéyEte éTL kKGO eEapTwpevn Bdaon
€xel anodeoueLOEL.

Kataypdyte yla TNV TOMKA avdAuvon mocdtnTa avd Napaokevr, ouxvétnta epyaciog, dLapKeLa avolkTol
XELPLOMOD, TBAVEG 06006 €KkBEONG KL AMOTEAECTUATIKOTNTA TWY HETPWY eAEYX0L. AuTd elval atowela elgédouv
NG agloAdynong: 6ev amodibeTal MPooXNUATIKAC TEALKOG BaBUSC KlvdOvou.

MTtNTkdG SLAADTNG TNG OLYKEKPLUEVNG @OPUOLANG: ABavOAn 90% v/v 600 mL. AMopakpOveTE NYEG AVEAPAEENG,
neplop(oTe ATHOVG Kot avolkTh eEdTLon. EAEyETe oupBaTtdTNTA EEQEPLONOD, NAEKTPLKOD EEOTIALOOD Kot
TIEPLEKTN E TOV OLYKEKPLPEVO BLaADTN.

Znuelo eAéyyxou amnodéapevong: emPeBatote TeAKS dyko rj pdla otn Bepuokpaoia avagopds, dadyela A
nmpoBAenOuEYN dlaoopd Kal CLHEWVI TIEPLEKTN/MWUATOC UE TN ouvTayr. Ma OYKOPETPLKY avaywyr KNy
€ELOWVETE g JE ML XwPI(g TEKUNPLWUEVN TTUKVOTNTA.

Ethanol: flammable vapour; control ignition sources and provide suitable ventilation. Final classification depends
on concentration/mixture.

Reference batch: 1000 mL. First ingredient: Racemic camphor, 40 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.

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.

Volatile solvent in this formula: Ethanol 90% v/v 600 mL. Exclude ignition sources and minimise vapours/open
evaporation. Check ventilation, electrical equipment and container compatibility with the specific solvent.
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: [11], [2], [3], [4], [5], [10], [12]
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ZuvOnkec mapaockevng / Compounding conditions

Mpw and avdulgn: Tavtonoinon xNULKAG HOPeAC Kol apTidag kABe cuaTATIKOD, KaTaypaPr BEWPNTIKWY
MOCOTATWY KAt éAEYX0GC KaBapldTNTAC TOu EEOMALOUOD. OL BEpUoKPaOleEG 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], [5]

Tekpnpiwon BUD / BUD rationale

Agv evtoni{oTtnke l8LKA MelpapaTiky SldpKeLa TTOL Vo KAADTITEL OAGKANPN TNV akPLR oOVBEDN, TOV TEPLEKTN KOl
TN HMKPOBLOAOYLKH KATAAANASTNTA.

Z0oTtnpa dlaAdTn: TeAKA atbaviAn 51-55% V/V. EmAéyeTal ouvtnpnTikE Katnyopia bBaTIKOO AAKOOAOUYOU
OLOTHMOTOC ME AVTLULKPORLAKY) CUVELOPOPE TOU BLAADTN, XwPI(C dlekdiknon aw <0,6 | HEYOADTEPOL [N LEATIKOD
oplov. H KATAAANASTNTA TNG oLYTHPNONG OTO AKPLREC TEAKS Ulyua napapével mpodndBean. Asv HETAPEPETAL O
xpovog o€ apaiwon.

ETLAEYHEVOC YEVIKOG Kavovag: €we 35 nuépeg yia vdaTik Hoper HE KATAAANAO oOOTNUA CUVTAPNONG OTNY TEALKH
obvBeon Kat pH. Xpnouonowjote 20-25 °C, 1§ 2-8 °C pévo dtav n nnyrn to emtpénel/anattel kol n popoer
MOPAUEVEL KATAAANAN. Agv enapkel N ovopaoia evédg ouvTnENTLKOL €&V LT £XeL apalwbel, adpavonolnbel A
peTagepBel ae GAAN pdan.

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

O yeVIKOG Kavovag amoTeAel ouvtnpeNTIKS Oplo emMAOYAC Kol OxL MELpapaTIK anddelEn otabepdTnNTAC TNG
naptidag. H katnyopia 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 TNy EApavan. MNa tekunpiwaon xpnotponoliote
SOP-014 kot F-006- yia €6Lkry aw, SOP-017 kot F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yla kdBe un otelpa napaockevr. H katnyopla pnopel va tTekunpLwoel
and TNV akpBri obvBeon Kal KATAAANAQ AVTUTPOOWTELTIKE apadelypata- étav n odvbeon elval aféRaln A
oplakh, mpoTiHdTal 6K HETPNoN HE KATAAANAN HéBobo. ZTNV apoloa €kdoan Hev LTIAPYEL HETPNUEVN aw OUTE
anodeopevpévn noptida. H dldpkela Tov TEAKOD OKELAOPATOG KaTd Kavdva dev unepPBaivel To evanopévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evBlapéowv. EEaipean xpetdletal €8Ik attioAdynon 4tL dev
ennpedfeTal BLOPEVWC N PLOLKH, XNHLKA 1} HkpoBLloAoylkr moldTnTa. KataypdyTte XwpeLoTd TeAKS 6plo,
NUEPOUNVIX MAPAOKELHG TWY EVOLAPETWY KL MPAYUATIKA nuepounvia ARENG TOLG.

No specific experimental period was located covering the complete exact formulation, container and
microbiological suitability.

Solvent system: final ethanol 51-55% v/v. Conservatively select the aqueous alcoholic category with antimicrobial
contribution from the solvent, without claiming aw <0.6 or a longer nonaqueous allowance. Appropriate
preservation of the exact final mixture remains a prerequisite. Do not transfer the period to a dilution.

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.

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 no 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
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the final limit, intermediate preparation dates and their actual expiry dates separately.

References: [11], [7], [8], [9], [11], [13]

Mpoamaitovpeva / Prerequisites

Aev anatte(tal xwploth Bdon pe KwdKS uNTPWoL. Tuxdy EUMOPLKS OYNUO TTUPAUEVEL TO AKPLBEC KATOVOUATOUEVO
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¢ KaTdAANANG eAdxLoTng 0ylong, youdi/omepog i opoyevonolnthg, doxela avaulgEng, ondTovAEg,
BepudueTpo TV LTIAPXEL Bépuavan, 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
AloAboTe aTnv abaviAn Kat mpooBéote otadlakd VdWpP pe Evtovn avakivnon €wg 1000 mL.
Dissolve in ethanol; gradually add water with vigorous shaking to 1000 mL.

References: [1]

Napatnpnoelg / Observations
JUMMOKVWHA YL EVOWPATWON O OLYKEKPLUEVN TEALKH oOvBeon: éxL £€Tolun ddon.
Concentrate for a specified final formulation; not a ready-to-administer dose.

References: [1]

MepLékTnNG KalL ovokevaoia / Container and packaging

Emdoyn yia tomkr) agloAdynaon: kaAd kAelath @LdAn oupPBath pe to vypd. Mpwv amnd MApwaon eA€yyovtal
KaBapldtnTa, akepALOTNTA, OTEYAVOTNTA Kol GUMBATOTNTA LALKOU/MWUATOC. H €161KA povoypagia dev
TEKUNPLWVEL CUYKEKPLUEVO EUTTOPLKO TEPLEKTN.

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 éAeyxoG / Quality control

H Bk povoypagia dev divel xwplotd moocoTikd mpoodloplopd. EAEYETE TNV TALTOTNTA/MOLOTNTA TPWTWY LAWY
KOl TLG YEVIKEG QAPAKOTIOWAKEG ATIOLTHOELG TNG OLYKEKPLHEVNG LOPPHG TIOL TTOPATEUTIEL N TINYH.

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

The specific monograph supplies no separate assay. Check starting-material identity/quality and the general
pharmacopoeial dosage-form requirements referenced by the source.

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.
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References: [1], [12]

®0Aagn / Storage

Mo dldpkela mov anodidetal amnd yevikd kavéva, epapudleTal eMMALov n Bepuokpacia TNG emMAgyuévng
Katnyoplag oto nedio BUD. H mnyr 6gv TekKUNpLwveLl avbaipetec aAAayéc Bepokpaoiac.

For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.

References: [6]

A1aOeon / Dispensing

Ev6iduean Bdon yla epyaoctnplakn xprion. H evowudtwon 6paotikig anattel véo éAeyyo obvBeong, pH,
ouvtApnong kat BUD tou teAtkol npoiévtod.

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

References: [1]

Enmwonpavon / Labelling

JUMUMUKVWHEVO DOWP KAUPOPEG

Epyaotnplakr Bdon - oxt dpeon xopriynon
MNooétnta: _ Moaptido:

MNapaokevdotnke: _ XpAon éwg:

AcBeviiG / 660on / ouxvéTnTO:

®OAaEN:

©eppokpaoia yla To BUD autAg tng naptidag:

Concentrated Camphor Water
Compounding base - not for direct administration

Quantity: _ Batch:
Prepared: _ Useby:
Patient / dose / frequency:
Storage:

Temperature for this batch BUD:

References: [1]

v9_controls / v9_controls

To apBunTikd épLo oto apyeio elvat pévo épLo BLBALOYPAPIKAG ava@opds uTtd TLG £LOLKEG TIPpoDTOBETELG. Agv €XEL
optotel BUD nmpaypaTikig mopTtidac kat 6ev éxouv napaxdel petprioelc aw. H akplBrig obvbean, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TIPETEL val YKPLOODY YL TH CUYKEKPLUEVN
epapuoyr. H évap&n touv vmoAoylopol BUD eival n évapEn tng napaokevic. Epapudletal To GLVTOUSTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO BLdpKeELOG HETA TO dvolyua. Ta dplta USP gi{val texvikd mAaiolo kot dev
napovoldfovtal WG eAANVIKH 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
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 KAl ayYALKH anédoon/opydvwon otolxelwy TNG avaeepdpevng nmnyng. Aev anoteAel enlonun petdepaon fj €ykplon Tou
€KBOTN.
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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] British Pharmacopoeia 2016 - Concentrated Camphor Water

2016 | PDF pp. 1; user-supplied BP extract; URL is publisher catalogue, not the licensed full monograph | master formula | 2026-09-10
https://www.pharmacopoeia.com/

[2] FN/2003/PA/002 ALCANFOR RACEMICO

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_002.pdf

[3] CDC/NIOSH - Pocket Guide to Chemical Hazards: Ethyl alcohol

Awabéoipo kelpevo / Retrieved text | Official reference | raw material or occupational | 2026-09-10
https://www.cdc.gov/niosh/npg/npgd0262.html

[4] 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
[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] Allan MC, Mauer LJ. Dataset of water activity measurements of alcohol:water solutions using a Tunable Diode Laser

Data in Brief. 2017;12:364-369 | Table 1; ethanol/water at 25 °C; DOI 10.1016/j.dib.2017.04.017 | Full text read. Binary-mixture water
activity; volume ratios before mixing, not finished medicinal-product shelf life | 2026-09-12

https://pmc.ncbi.nim.nih.gov/articles/PMC5413208/
[9] CDC - Chemical Disinfectants: Alcohol

28 November 2023; 2008 guideline | Alcohol: Overview and Microbicidal activity | Alcohol antimicrobial context; not a finished-product
preservative challenge test | 2026-09-12

https://www.cdc.gov/infection-control/hcp/disinfection-sterilization/chemical-disinfectants.html
[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

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
[13] 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

Sikalias Greek Formulary | Reference documentation 7



