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KnpaAioigi NaAnvoo Ph. Fr.

Galen cerate 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: 100 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

NELVKOG KNPSG HEALOOWVY 139
White beeswax

EEcvyeviopuévo apuydaréialo 53.5¢
Refined almond oil

Bdpakag 059
Borax
ApWUOTLIKO OEWp pddou Ph. Fr. 339

Rose water Ph. Fr.

Mpoamaitovpeva / Prerequisites

ApwpaTikd V6w pbddou Ph. Fr. / Rose water Ph. Fr. ApwpaTtiké 06wp pdédov Ph. Fr. / Rose water Ph. Fr.

MNeprypa@n okevaopatog / Preparation description
Opoloyevig Aeukr €wg LIOAELKN aAolgr], oopr pbédov, pn avaui§iun pe vepd.
Homogeneous white to nearly white ointment, rose odour, not miscible with water.

References: [1]

Apaon kaiw xpiaon / Action and use
Tomkd HOAAKTLKS KAl TPOOTATEVTIKG 8EPUaTOG KATd TN povoypaela.

Topical emollient and skin protectant according to the monograph.

References: [1]
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Mpobiaypagéc / Specifications
Opoloyévela: anwAsta Efpavong 28-38%.
Homogeneity; loss on drying 28-38%.

References: [1]

®wg / Light
ApvydaAéAaio: mpootaoia and ewc.
Protect almond oil from light.

References: [2]

Aépac kaL o&eidbwaon / Air and oxidation
ApvydaAédato: mpoatacia and aépa yla NeEPLOPLOUS TAYYLONG.
Almond oil: protect from air to limit rancidity.

References: [2]

Nepo kat SuaAvtoTtnTa / Water and solubility

Agv dlveTal mOooTLKS 6pLo LEPOAVTLKAG OTABEPATNTAG TNG OLYKEKPLUEVNG olvBeanG. H mogdTnTa Kat modtnTa
vepoD Hev 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
Bépakag: eEavONUaTIKOG: eAEYETE TNV aKPLBH evudaTwpévn poper TNG MPWTNG OANG.
Borax is efflorescent; verify the exact hydrated raw-material form.

References: [3]

Oeppokpacia / Temperature

A€V TEKUNPLOVETAL EMLTPENTH BEpUOKpaalakr amdkAlon i KOKAOG KatdyuEnc/andyuEnc. Ol Bepuokpaaieg
MOPACKEVHC Kol QUAAENC avapépovTal oTa avtioTolya medla.

No permitted temperature excursion or freeze-thaw cycle is established. Processing and storage temperatures are
stated in their respective fields.

References: [1]

pH kait cupBatéTnTa / pH and compatibility

Agv op(Cetal eldlkd e0poC pH ToL TEALKOD OKELAOUOTOC. Agv TpooTiBeTal puBULOTAG pH XWPI(C TEKUNPLWHEVN
aAAayr Tng obvbeonc.

No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.

References: [1]
AAAec aAAnAemidpaoelg / Other interactions
Bépakac: aoLPBATOTNTEG HE LOXUPA OE€a KL GAATA BAPEWY HETAAAWY.

Borax: incompatibilities with strong acids and heavy-metal salts.

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

Tavtonoinon kat Bdon Coylong:

¢ NeLKOC KNPAOC PeALOOWVY: 13 g.

* EEcuyeviopévo apuysaréAato: 53.5 g.

e Bépakag: 0.5 g.

Ol 6NAWPEVEC HoPPEC/MoLdTNTEC avijkovy oTtnv akplBry obvBeon tng MNYrG.

Identity and weighing basis:

* White beeswax: 13 g.

* Refined almond oil: 53.5 g.

* Borax: 0.5 g.

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

References: [1]

Mpootacia epyalopévwy / Staff protection

Kabapr HOKpLUPAVLIKN EpyaoTnplakn evdupaoia, KEAALYN HAAALWY Kol YAVTLa KaTd Tov XELPLoUS. AAAQYH YOVTLWV
METE 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

JuyKeKpLuévn mapTtida avagopdc: 100 g. MpwTo ovoTaTKG: AELKOG KNPSOC HEALOOWY, 13 g. EAéyETe aveEdpTnTa
TN XNUKA Hopdr, TG Hovadeg kat kdBe kKALudKwan mpw and Coylon.

EAéyETe oelpd mpoadrikng, Slapopd Bepuokpaoiag pdoewy Kat opoloyEveLla HETA TNV YOEN. AlaXwPLopoG pAoewY
propel val aAAGEEL TOTILKI TMEPLEKTIKOTNTA KOL KATAVOUR oLVTNPENTLKOL- 6gv amokabi{otaTtal avbaipeTa pe
npdéaBeTo vePOS 1] YOAOKTWHATOMOLNTH.

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

©epuLkd aTddl0 TNG oLyKeKPLPEVNG Sladikaalac: eAEyETe BepUdPETPO, TPOTIO BEPUAVONG, XPOVLKH SLdpKeLa Kot
anopuyr vnepPBEpuavonG/anwAeLag dLaAdTn. To TéAog avAulEng dev TavtileTal pe TEKUNPLWPEVN YOEN 1 A PN
opoyevomnoinon.

Znuelo eAéyxov amodéapevong: eEAEYETE CUOOWHATWHATA, KPUOGTAAAOLG, TOTILKEG BLAPOPEC LPNAG KaL EAEVBEPO
LYPS HETE TNV OAOKARPWON TNG LEBSBOL. KaTtaypdyTte yewpeTpla avduEng, péyeboc maptidag Kol MPAYHATIKES
Bepuokpaoieg: peTapopd aplOuol oTPOPWY 0 GAAO AVOULKTHPA dEV amodelkvieL Looduvapia.

H naAaidétepn anaydpevon KATW TWY 3 €TWV TNG Hovoypadiac mapapével. Mo Bépaka amnatte{tal emmAéoy
LTTOAOYLOUOG oLVOALKOU Boplov avd nuépa amnd tnv akpLBr évudpn HopPer Kal TNV MPEAYUATIKA HEYLoTN Moo TNTA
epapuoynic. H tpéxovoa EMA ypnatuomnolel emnineda 1, 3 kat 7 mg B/nuépa yla mpoeLdomoLgeLg/LaTpLKn
a€loAdynon avd nAkia (<2, <12, <18 €Twv) Kat postdomnoinon kOnong oto vynAdtepo eninedo. Ta en{neda avtd
bev elval 6oooloyla, dpla aw A TeKUAPLA OTL N e@apuoyr o€ 6épua he BAGRBEC elval ag@aAic.

Reference batch: 100 g. First ingredient: White beeswax, 13 g. Independently check chemical form, units and
every scale conversion before weighing.

Check addition order, phase-temperature difference and uniformity after cooling. Phase separation can alter local
strength and preservative partitioning; do not repair it arbitrarily with water or emulsifier.

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.

For this procedure’s heating stage, check thermometer, heating method, duration and prevention of
overheating/solvent loss. Completion of mixing does not establish cooling or complete homogenisation.

Release checkpoint: inspect aggregates, crystals, local texture differences and free liquid after completing the
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method. Record mixing geometry, batch size and actual temperatures; copying rpm to another mixer does not
establish process equivalence.

Retain the monograph’s exclusion below 3 years. Additionally calculate total daily boron from the exact borax
hydrate and actual maximum application amount. Current EMA wording uses 1, 3 and 7 mg B/day for
age-dependent warnings/medical assessment (<2, <12 and <18 years), with a pregnancy warning at the upper
level. These values are not dosing instructions, aw thresholds or proof of safety on damaged skin.

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

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], [5]

Tekpnpiwon BUD / BUD rationale

Agv evtoni{oTtnke l8LKA MelpapaTiky SldpKeLa TTOL VA KAADTITEL OAGKANPN TNV aKkPLR oOVBEDN, TOV TEPLEKTN KOl
TN HKPOBLOAOYLKH KATAAANASTNTA.

EmAEYHEVOG oLVTNPENTIKAG YEVIKOG Kavdvags: £wG 14 nuépeg aToug 2-8 °C yla bdATLKA HoPEH XWPIG EMAPKWG
TEKPMNPLWHEVN cuvThpnon. MpobndBeon elvat 6TL N YOEN dev mpokaAel KaBIZnon, un avacTPEWLUo Slaxwploud
GAAN amWAELa KATAAANASTNTAC. AV auTrh N Mpodndédean amnotlxeL, 6ev xpnowuomnote{tal To 14Auepo oE
Bepuokpaoia dwuatiov- anatte{tal edikr TekUNpiwon acbvtoung xpriong.

Huepounvia xpriong = n evwpitepn emtpenth nUepopnvia 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 TToPTIBA HETE TOLG EAEYXOULG.

O yevikdG kavédvag anoteAel ouvTNPENTIKS dpLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTtidac. H katnyopia ovuvdéeTal pe TNV TEAKA oOVBEON, TN cuVTAPNON Kal TG EMTPENOUEVEG BEpUoKpaoieg. H
TR aw 6gv MPOoKOMTEL and TO M0G0 TO VEPOL | TNV AMWAELX KATA TNV Efpavan. MNa tekunpiwaon xpnoluonotioTe
SOP-014 kat F-006- ywa €161krj aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yla k&Be un otelpa napaockevr. H katnyopla pnopel va TekUnpLwOel
amnd tnv akpBr] cOvBeon Kal KATAAANAQ QVTIMPOCWTELTIKA apadelypata- 6tav n cbvbeon elvat aBéBain A
oplakr, MPOTIPATOL EL6LKA HETPNON HE KATAAANAN LEBOBO. ZTNY napoloa ékboan Hev umdpyel HeETPNMEVN aw OVTE
anodeapevpuévn moptida. H Sldpkela Tov TEALKOD OKELAOPATOC KaTtd Kavdva 6ev vepBaivel To evarnouévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evBlapéowv. EEaipean xpetdletal eldikf attioAdynon étL dev
ennpedletal SUOPEVWG N PLOLKH, XNHLWKA A HIKpoBLoAoyLkA moldTnTa. Kataypdyte YWPLoTA TEALKS 6pL0,
nUepounvia MoUPAOKELAC TWY EVOLOPETWY KAl TIpayHaTiky nuepounvia ARENG Toug.

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

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.

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
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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], [8], [10], [12]

Mpoamaitovpeva / Prerequisites

Apwpatikd 06w pddou Ph. Fr. - akplBEc BondNTIKS LALKS r EvdLEPETO TNG MNYAG: anatTtobvTol TaLTOTNTA,
npodlaypaer, anodeopevuévn mapTida Kot EAEYX0G TNG OXETLKAG Sladikaaoiag.

Rose water Ph. Fr. - qualified external pharmacopoeial auxiliary

References: [1]

EEZomAlopog / Equipment

Zuyég KaTtdAANANG eAdxlotng COyLong, youdi/Omepog A opoyevonolnTthg, doxela avdulgng, ondTtovAeg,
BepudueTpo dtav vndpyxel O€ppavaon, dpyava oyKopéTPNoNnG 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£00o60¢ mapaokevng / Compounding method

TAETE kKNPS 010 €Aato €wg 50 °C. AlaAboTe Bdpaka 0TO POSOVEPO KL EVOWUATWOTE O UIKPEC TTOGOTNTEG UE
€vtovn avddevon.

Melt wax in oil up to 50 °C. Dissolve borax in rose water and incorporate in small portions with vigorous mixing.

References: [1]

Napatnpnoclg / Observations
H ninyr} amokAslel nAki{a KATW TWY 3 £TWV.
The source excludes children below 3 years.

References: [1]

MepLékTnG KalL cvokevaoia / Container and packaging
TwAnvépo 1 Balo.
Tube or jar.

References: [1]

MoloTikO¢ éAeyxocG / Quality control

Opotoyévela: mepinouv 0,2 g HETAED HV0 AVTIKELUEVOPOPWY, XWPIC 0paTA cwHaTOLa. ATWAELA ERPAVONG OTOUG
105°C ywa 4 h: 28-38%. H tavtonoinon Boplov ekteAe{tal pévo Pe TNy nAfRpn HEBodo/péTpa aopdAelag TnG NNYrG.
H péBobdocg, to épLo amodoyrg, N MpayUa Tk T KoL 0 EAEYKTAG KaTtaypdeovtal xwploTd oto F-005. Anotuyia
kplowng npodiaypagric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavdAnyn eAéyxwv xpetdletal
aLttloAdynon.

Homogeneity: about 0.2 g between two glass slides, no visible particles. Loss on drying at 105°C for 4 h: 28-38%.
Perform boron identification only using the full source method and safety controls.

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], [11]

®0Aagn / Storage

ZUVOAKEG/MEPLEKTNG TIOL avaPEpeLl N NYH: ZwAnvdaplo f B4o.
Ma 1o emMAeyUEVO YEVIKS avdTaTo épLo: 2-8 °C, epdoov dlatnpolvTal N QUOLKH KATOAANASTNTA KOl N
OLPBATOTNTA PE TN CLUYKEKPLUEVN TINYH. Agv epapudleTal To 14uepo oe Bepuokpaoia SwuaTiov.

Source-reported conditions/container: Tube or jar.
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], [7], [8]

A1aOeon / Dispensing

AvTeVOE(KVLTAL KATW TWVY 3 €TWVY KATA TN Hovoypaeia.

YnoAe{ppata HOAAKTIKOD 0 polXa, EMBETUOVC ] KALVOOKETAOUATA EMTAXOVOLY TNV AVAPAEEN LPAOUATOC.
Anopuyr kamv{opaTog Kat YOUVAG pASGYaG Katd tn xprion.

Mpw and xprion o€ modl A kONon KataypdeeTal N MoodHTNTA avd epapuoyri/nuépa Kat To avtiotolyo BépLo: n
LOTOPLKA €vBelEN «dvw TWY 3 €TWY» POVN TNG BEV OAOKANPWYEL TNV a§LoAdynon.

Contraindicated below 3 years according to the monograph.

Emollient residues on clothing, dressings or bedding accelerate fabric ignition. Avoid smoking and naked flames
during use.

Before paediatric or pregnancy use, record amount per application/day and resulting boron exposure; the
historical “above 3 years” wording alone does not complete suitability assessment.

References: [1], [6], [13]

EmioARpavon / Labelling

KnpaAoterj FaAnvool Ph. Fr.

EEwTeptkr xprion

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviiG / 660on / ouxvéTnTO:

®OAaEN: 2-8 °C, petd NV emBeBaiwon kataAAnAdTNTOAC YOENG.
©eppokpaoia yla To BUD autAg tng naptidag:

Galen cerate Ph. Fr.

External use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

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

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

v9_controls / v9_controls

To apBunTikd épLo oto apyeio eivat pévo épLo BLBALOYPAPIKAG ava@opds uTtd TLG £LOLKEG IPoDTOBETELG. Agv €XEL
optotel BUD mpaypaTikig mapTtidac kat 6ev éxouv napaydel petprioelc aw. H akplBrg obvbeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TPEMEL val YKPLOODY YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vmoAoylopol BUD eival n évapEn tng napaokevic. Eeapudletal To GLUVTOUSTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO BLapKELOG HETA TO dvolyua. Ta dplta USP g{val texvikd mAaiolo kot dev
napovoldfovtal WG eAANVIKH voupobeaoia.
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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 KOl ayYAKH andédoon/opydvwaon otolxelwy TnG avaeepdpevng mNyng. Aev anoteAel enlonun petdgpaon fi éykplon Tov
€KOOTN.

Independent Greek/English adaptation and organisation of facts from the cited source. This is not an official translation or publisher
endorsement.

Mnyéc koL mapanopunég / Sources and references

[1] Cérat de Galien (2010) (15/02/2012)

2010 | PDF pp. 1-2 | master formula | 2026-10-14

https://ansm.sante.fr/uploads/2020/10/23/cerat-de-galien.pdf

[2] FN/2003/PA/003 ALMENDRAS, ACEITE VIRGEN DE

AwoBéotpo 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_003.pdf

[3] FN/2003/PA/006 BORAX

AwoBéotpo 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_006.pdf

[4] 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
[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] MHRA - Emollients and risk of severe and fatal burns: new resources available

26 August 2020; updated 20 May 2021 | Fabric contamination and fire risk | clinical safety | 2026-09-12
https://www.gov.uk/drug-safety-update/emollients-and-risk-of-severe-and-fatal-burns-new-resources-available

[7] 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
[8] 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
[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

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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[13] EMA - Excipients in the labelling and package leaflet, Annex Revision 5

Published 5 December 2025 | EN and EL worksheets: boric acid and borates (updated 29 March 2022) | Boron exposure/age-specific scientific
warnings; dose assessment, not permission to use this formula | 2026-10-14

https://www.ema.europa.eu/en/documents/scientific-guideline/all-languages-annex-european-commission-guideline-excipients-labelling-pack
age-leaflet-medicinal-products-human-use-sante-2017-11668-revision-5_en.xIsx
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