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MevOoAoUY0G KOVIC 0&s1diov yevdapyopov PO020
Mentholated zinc oxide powder PO020

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: 90 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Pakeukr nevbdAn 8¢9
Racemic menthol

OEe{6lo yevdapyLpou 1049
Zinc oxide

TA&AKNG 379
Talc

AupvAo apaBoaitou 359

Maize starch

Meplypa@n okevaopatog / Preparation description
AeLKH KéVLIG uE oour HEVOOANG.
White powder with menthol odour.

References: [1]

Apaon kai xpAon / Action and use
JUUMTWHATLKA avakoOELon KvNopoLO/Amou €peBLoNoD: meApaTLala vepdpwaoia Katd Tnv mnyH.
Symptomatic relief of itching/mild irritation; plantar hyperhidrosis according to the source.

References: [1]
Mpodiaypagic / Specifications
AeLKH KéVLIG Ue oour HEVOOANG.

White powder with menthol odour.

References: [1]
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®wg / Light

Agv mapéxeTal EL6IKA QWTOOTABEPSTNTA TOL TEALKOU TPOIOVTOC. H amatToOUEVN QWTOMPOOTAC(O TOV MEPLEKTN,
epboov opiCetal, avagépetal atn POAAEN.

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

References: [1]

Aépac kat o€eidbwon / Air and oxidation

Agv MapéxeTal HEAETN 0EEBWTLKIAG 0TaBePATNTAG TOL TEALKOD PiyuaTog o0Te anaitnon adpavolc atudopalpac.
Tnpeitatl o mepLéKTNG TNG MNYAG.

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

References: [1]

Nepo kat SuaAvtotnTa / Water and solubility

ZnO: MPAKTIKA abldAVTO O vEPD Kal alBavOAn.

MevBOAN: mpakTIKd adldAvtn o€ vepd, evdLldAvTn o Atmapd éAala Kat vypr apaeivn, MOAD Alyo SlaAuTH oTn
YAUKEPOAN.

T&AKNG: n avtiotolxn kaBapr mpwTn OAN Katd JP elval mpakTIKE adldAvtn oto vepd.

ZnO: practically insoluble in water and ethanol.

Menthol: practically insoluble in water, readily soluble in fixed oils and liquid paraffin, very slightly soluble in
glycerol.

Talc: JP classifies the corresponding pure raw material as practically insoluble in water.

References: [2], [3], [6]

Yypaoia / Humidity

lNa to TeAkd okebaopa n nnyn opiCeL:
Aoyelo eninaong kévewv: mpootacia and vypaoia.

For the finished product the source specifies:
Powder sprinkler container; protect from moisture.

References: [1]

Oeppokpacia / Temperature

Pakeuikr pevBoéAn: onueio tAgNnG nepimov 34 °C. H nAnpogopia agopd tnv mpwtn VAN Kat T pevotomnoinor Tng
KaTd TOoV XELPLOUO.

Racemic menthol melts at approximately 34 °C; this is a raw-material processing characteristic.

References: [3]

pH kai cvpBatétnta / pH and compatibility
ZnO: dlaAbeTal og apald avépyava oEéa- pe Aunapd oEéa oxnUaTiCEL OATWVEC.
ZnO dissolves in dilute mineral acids and forms soaps with fatty acids.

References: [2]

AAAeg aAAnAembpaoclg / Other interactions
MevBOAN: e0TNKTA PiyHOTO HE KOUQOPE/BUUOAN: aoLUBATOTNTA HE LOXUPE 0EELBWTLKE.

Menthol forms eutectic mixtures with camphor/thymol; incompatible with strong oxidants.
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References: [3]

EwbiIkd otolxeia ovotatikwyv / Ingredient-specific information

O&e(dLo wevdapyvpou: eAappld, Acvkr €wG LTTOK(TPLYN, AUOPPN KOVLG XWPIG CLOCWHATWHATA. ALXADETAL OE apatd
avépyava of€a Kat pmopel va avtidpdoel pe Aunapd of€a tng Bdong oxnuatiCovtag dAata wevdapylpov.
TAAKNG: MPWTN OAN PE XOUPAKTNPLOUS SLOALTOTNTAG OTO VEPS «MPAKTLKE adLldALTN» KaTd JP.

Zinc oxide: light, white to slightly yellowish, amorphous powder without aggregates. Dilute mineral acids dissolve
it; fatty acids in a base can form zinc salts.
Talc: raw-material water solubility is classified as practically insoluble by JP.

References: [2], [6]

Mpootacia epyalopévwy / Staff protection

MevBOAN: mpootaoia 0QOAAUWY Kol amopuyr enagrc/elonvoric okévng.

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

Xelplote(te tn COyLoN Kot Astotpi{Bnon o xwWpo/dldtagn nov neplopi(Cel Sraamopd Koviwy, e mpooTaaia
0QOUALWY: 0 TOMOG AVANMVELOTIKAG MpooTaciag Kabopi(Cetal and Tn cuyKeKpLévn €KOeon.

Menthol: eye protection and prevention of contact/dust inhalation.

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: [3], [4], [7]

EKTipnon kKivdéovovu / Risk assessment

MevBOAN: amopedyeTal ENAP HE PLULKOUG BAEVWOYOVOUG HLKPWY TIABLWV- £€x0L0vV avapepBel AapuyyLKOG OTIAGHUEG
KoL KATAPPELON O MALOLE KATW TWY 2 £€TWY. AMOPLYH AVOLKTWY TPAVPATWY Kot BAgvwoydvwv.

ZuyKeKPLUEvN TapTida avagopdc: 90 g. MPwTo cLOTATIKG: PaKEUKE LEVOOAN, 8 g. EAEyETE aveEdpTNTA TN XNULIKA
HOP®H, TIC HOVABEC Kal KABe KALUdkwan mpvy and Joylon.

H Toylon, kookivion kat AetotpiBnon unopolv va dlaone{povv elomveboLun kévl. Meploplote tn dlaomopd TNV
nnyn, EAEYETE eMUOALYON YELTOVIKWY TTAPAOKEVWY KAl AnmoQUYETE KaBaplopd He puonua j Enpr odpwaon.
Kataypdyte yla TNV TOMKA avdAuvon mocdtnTa avd Napagkevr, ouxvétnta epyaciag, dLapKeLa avolkTol
XELPLOMOD, TBAVEG 06006 €KBEONG KL AMOTEAECUATIKOTNTA TWY HETPWY eAEYX0L. AuTd elval atowela elgédouv
NG agloAdynong: 6ev amodibeTal MPOoXNUATIKAC TEALKOG BaBUdC KlvdOvou.

Znueio eAéyyov amodéopevonG: aveEdpTnTn enaAri®evon mg avd povada, cuvoAlkol aplBuol HoVEdwWY Kat
MkpdTEPNG COYLONG. H opolopopeia pdlag v LTOKABLETAE TNV OPOLOPOP Pl TTEPLEKTLKOTNTAC OTIOL AL TH
anatte(tat. Kataypdyte dladoxr YEWHETPLKAG apaiwong Kal ano@uyr SlaxwpLopol KovLWy.

Menthol: prevent contact with nasal mucosa in small children; laryngeal spasm and collapse have been reported
below age 2. Avoid open wounds and mucosa.

Reference batch: 90 g. First ingredient: Racemic menthol, 8 g. Independently check chemical form, units and
every scale conversion before weighing.

Weighing, sieving and trituration can disperse inhalable powder. Contain at source, check contamination of
nearby preparations and avoid blowing or dry sweeping during cleaning.

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: independently verify mg per unit, total unit count and smallest weighable quantity. Mass
uniformity does not replace content uniformity when required. Document geometric dilution and prevention of
powder segregation.

References: [11], [3], [101], [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: [11], [7]

Tekpnpiwon BUD / BUD rationale

Aldpkela otnv nnyr: 3 HAVEG VTG TIC OLVBRKEG TNG MNYNAC.

H dudpketa avtr elvatl 0dnyla TNG oLYKEKPLUEVNG QappaKoToLac/MNYAG. ZTOV MapdvTa EAeyx0o dev emaAnBe0TNKE
TMAAPNG MPWTOYEVAG HEAETN TIOL VA TEKUNPLWVEL TALTOXPOVA XNULKH, UOLKHA Kal UKPOBLOAOYLKH EMEKTAGCN TNG
(dlag TeAkrig obvBeong.

EmAeyEVOG YEVIKOG Kaviovag: éwg 180 nuépeg atoug 20-25 °C yla otepen f UN LOATIKA PN MOOLUN HoPPH, UE
TeEKUNPLWHEVN aw <0,6. H apyikr mowdtnta/vypaacia, n npootacia and e(codo vepold Kal N LKA KaTaAANAdTNTA
npénel va vmootnp{Couv avtr TNV Katnyopla.

To 6plo BLRALOYPAPLKAG ava@opdc TNS nmapoloac ékdoong lval n cuvtopdTeEPN HETAED TNG Mapamdvw dldpkeLlag
TNYAG Kal Tou YeVLIKoL oplov. MNa napdtaon anotte{tal TeEKunpiwan mov KAAOTTEL
SpaoTIKA/EKBOXQ/MEPLEKTIKOTNTA, MEPLEKTN, OepoKkpaaia, HEB0BO0 eVOELKTLKH OTABEPSTNTAC KaL, Yla LOATLKNA
EMEKTAON, TNV AMALTOOMEVN HikpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia aglooyeltal
XWPLOTA 0To MARPEC KE(eEVS TNG.

Huepounvia xpriong = n evwpitepn emtpenth nUepounvia 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 TTaPTIBA HETE TOLG EAEYXOULG.

O yevikdg kavédvag anoteAel ouvTNPENTLIKS dpLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTtidac. H katnyopia ovvdéeTal he TNV TEAKA oOVBEDN, TN cuVTAPNON Kal TG EMTPENOUEVEG BEpUoKpaaiec. H
TR aw 6gv MPOoKOMTEL amnd TO MOG0CaTO VEPOL | TNV AMWAELX KATA TN Efpavan. MNa tekunpiwaon xpnoluonotioTe
SOP-014 kat F-006- ywa €161k} aw, SOP-017 kat F-012.

H USP 6ev amnattel pétpnon aw oe KdBe pn otelpo napaockebaopa. H tekunpuwpévn tagvéunon tng
OULYKEKPLIEVNG oVvBeaNnG pnopel va xpnotpomole{tat wg 0dnyd¢: kataypdeeTal pnTéd WG eKTiNON Kot OXL WG
péTtpnon. Auei{BoAn r oplakr Tagwéunon anattel 6Lkd TEKPAPLO A KATAAANAN HéTPNon. H nuepounvia TeAkoO
okevdopaToc 6ev vepPBaivel Tn SlaBéoun NUEpounvia Twy AN MUPACKEVATUEVWY CLOTATIKWY/BACEWY, EKTOC Qv
€xeL vloBeTNBel emapkrg e8Ik TekUNP{woN yla TNV akpLBr] TeAk obvBean.

Al6pBwaon aplBunTtikoL oplovu UNTPWOUL: €W 89 NUEPEC WG oLVTNPENTLKO OpLo avaPopdc, TPy and Tuxov
ouvvtoudTEPEG AfEeLg/nuepounviec Bdocwy. MNa tn peTatpond TNG nopoloag €Kdoong xpnotuomotovtol 28
NUEPEG avd 1 nuepoAoylakd priva kot 89 nuépeg avd 3 nUEPOAOYLAKOUG UAVEG: oL Bdouddeq peTatpénovtal oe 7
Nuépec. OL mpwTdTUTEG HOVABEC TNG MNYAC SlatnpolvTal. MPOKELTAL YIa GUVTOAKTLKE MOALTLKH METATPOMAG, OXL
yla véo anotéAeopa otabepdTnTag 1 avtduaTn anodéouevon.

Period reported by source: 3 months under the source conditions.

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 180 days at 20-25 °C for a solid or nonaqueous nonoral-liquid form with supported aw
<0.6. Initial quality/moisture, exclusion of water ingress and physical suitability must support this category.

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 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
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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.

Register correction: at most 89 days as a conservative reference cap before any shorter expiry/component date.
This edition converts one calendar month to 28 days and three calendar months to 89 days; weeks are converted
to seven days. Original source units are retained. This is an editorial conversion policy, not a new stability result or
automatic release.

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

MpoanaiToVpeva / Prerequisites

Agv anatteltal ywplotrh Bdon He KWOLKO uNTPWoUL. Tuxdv eUNopPLKd OYXNUA TIAPAUEVEL TO AKPLBEC KATOVOUALOUEVO
npoidv Tou mivaka.

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

References: [1]

EEomAlopoGg / Equipment
Zuyo¢, youd(/onepog, K6oKwo KATAAANANG Baduidacg, mepléktng avdugng kat dtdta&n neplopltopod okdvng.
Balance, mortar/pestle, suitable sieve, mixing vessel and powder containment.

References: [1]

M£0060¢ mapaokevng / Compounding method
ZuyloTe, AeloTpLBAOTE KOl VAU TE OMOLOYEVWC TG KOVELG HE T oElpd Tou mivaka. Epapudletatl PN/L/OF/002/00.
Weigh, triturate and mix powders uniformly in the table order. Apply PN/L/OF/002/00.

References: [1], [5]

MNapatnpnioelg / Observations

H teAkr noodtnta elval n Bdon tou nivaka advBeong. Kataypdgovtal mpayuaTiky andédoon, TuXdv aMWAELEC KOl
anoKA{OELG 0TO QUANO EKTEAEDNG.

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

References: [1]

MNepLékTnG KalL cvokevaoia / Container and packaging
Aoxelo eninoong kévewv- npootaacia and vypaaia.
Powder sprinkler container; protect from moisture.

References: [1]

MoloTikog éAeyxoc / Quality control

AevKH KéVLIG ue oour HEVOOANG.

H néBobog, To 6pLo amodoynic, N MPAYHATIKA TIU Kal 0 EAEYKTAC KaTtaypdeovTal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavdAnyn eAéyxwv xpeltdleTal
attoAdynon.
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White powder with menthol odour.
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], [12]

®0AaEn / Storage
Aoyxelo eninaong kKévewv: mpootacia and vypaoia.

Powder sprinkler container; protect from moisture.

References: [1]

A1aOeon / Dispensing

OxL KATW TWY 2 €TWVY. MnV glonvéete. AMoQOYETE P& TLA, HOTN, BAEVWOYOVOULG KOl OVOLKTA Tpavuata. OxL ot
AOLUWEELG 1 QAEYLOVWOELG/EELOPWHATLKEG HEPUATOTIAOELEG.

Not under 2 years. Do not inhale. Avoid eyes, nose, mucosa and open wounds. Not for infected or
inflammatory/exudative dermatoses.

References: [1]

Enmwonpavon / Labelling

MevBoAo0x0G kévLG 0Eeldiov wevdapylpov PO020
EEwTepwkn xprion

MNooétnta: _ Moaptido:

MNapaokevdotnke: _ XpAon éwg:

AcBeviiG / 660on / ouxvéTnTO:

®OAaEN: Aoyelo enimaong kévewv: npootacia and vypaoia.
©eppokpaoia yla To BUD autAg tng naptidag:

Mentholated zinc oxide powder PO020

External use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: Powder sprinkler container; protect from moisture.
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 EYKPLOODY YL TH OUYKEKPLUEVN
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] FN/2003/P0O/020 POLVOS DE OXIDO DE ZINC MENTOLADOS

FN/2003 * nAektpovikd kelpevo pe NIPO 2020/2022 / electronic text with NIPO 2020/2022 | PDF pp. 2-3 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_020.pdf

[2] FN/2003/PA/028 OXIDO DE ZINC

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_028.pdf

[3]1 FN/2003/PA/021 MENTOL 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_021.pdf

[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] PN/L/OF/002/00 MEZCLADO DE POLVOS

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-6 | preparation sop | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-operaciones-farmaceuticas/pn_|_o
f_002_00.pdf

[6] MHLW - Japanese Pharmacopoeia XVIII: Talc

JP XVIII, 2021; English text | Printed p. 1772; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[71 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

[8] 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
[9] 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
[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 (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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