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FAVKEPOAN apDAOL HE 0Eeiblo pevdbapyovpou Ph. Fr.

Zinc oxide starch glycerolate 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

OEe{blo yevdapyLpou 339
Zinc oxide
FALKePOAN apOAovL Ph. Fr. 679

Starch glycerolate Ph. Fr.

MpoanaiToVpeva / Prerequisites
CGR-FR-011 Starch glycerolate Ph. Fr.

Meplypa@n okevaopatog / Preparation description
OpoloyevAC AeLKH €WG LTIOAELKN NLOTEPEN YEAN.
Homogeneous white to nearly white semi-solid gel.

References: [1]

Apaon kaiL xpAon / Action and use
ToTKO HOAQKTIKO KoL TTPOOTATELTIKG HEPUATOC KT TN Hovoypagla.

Topical emollient and skin protectant according to the monograph.

References: [1]

Mpodiaypagic / Specifications
Zn0: 29.7-36.3% m/m

Zn0: 29.7-36.3% w/w

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.
Juotatikd TG Bdong CGR-FR-011: H yAuKepOAN avaptyvieTal He vepd. AuTd ev kKaBopi(Tel uikpoBLoAoyiki
0T00ePdTNTA TOL OKEVAOUATOC.

ZnO: practically insoluble in water and ethanol.
Component of base CGR-FR-011: Glycerol is miscible with water. This does not establish product microbiological
stability.

References: [2], [6], [7]

Yypaoia / Humidity
Zuotatikd tng Bdong CGR-FR-011: Yypookorikr YALKEPOAN: mepLlopioTe €KBeoN TNG MPWTNG DANG oTNV LYpPAoia.
Component of base CGR-FR-011: Glycerol is hygroscopic; limit raw-material exposure to moisture.

References: [6], [7]

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
ZnO: dlaAdeTal o€ apald avépyava oEéa- He Atmapd oféa oxnUaTilel oAmwVEG.

ZnO dissolves in dilute mineral acids and forms soaps with fatty acids.

References: [2]

AAAec aAAnAemidpaoselg / Other interactions
JuotaTtikd TG Bdong CGR-FR-011: MAukepdANn: emkivbuvn avti{bpaaon e LoxLPA 0EEBWTIKA.
Component of base CGR-FR-011: Glycerol: hazardous reaction with strong oxidising agents.

References: [6], [7]
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Ewdika otolxeia cvotaTtikwy / Ingredient-specific information

OEe(blo yevdapylpov: eAa@pLd, Acukr €wWG LIOKITPLVYN, AuoPPN KOVLG XWPIC CuooWHATWHATA. ALCADETAL O apaLd
avépyava of€a Kal pmopel va avtidpdoel pe Aunapd of€a tng Bdong oxnuatiCovtag dAata yevdapylpov.
2uoTaTiké TNG Bdong CGR-FR-011: MTAvkePOAN: dxpwio, dLavyég, MaxVPPELATO KAl £VTOVA LYPOCKOTILKO LYPO.
AvapulyvieTal He vepd, aAAd elval mpakTIKE abldAuTn oe Autopd Kat albépla EAaLa.

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.

Component of base CGR-FR-011: Glycerol: clear, colourless, viscous and strongly hygroscopic liquid. It mixes with
water but is practically insoluble in fixed and essential oils.

References: [2], [6], [7]

Mpootacia epyalopévwy / Staff protection

Kabapr HoKpUPAVLIKN EpyaoTnplakr evdupaoia, KEALYN HAAALWY KL YAVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvaon/eBopd.

Xelplotelte T TOyLon kot AstotpiBnon oe xwWpo/dldtagn mov neplopifel Hlaomopd Koviwy, e mpooTaaia
0QOAAHWY- 0 TUTIOG AVATVELOTIKAG TIpooTaciag kaBop(letal and tTn ocLYKEKPLUEVN €KBEDN.

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: [11], [3], [4]

ExTtipnon kivdovov / Risk assessment

ZuykekpLuévn naptida avagopdc: 100 g. MpwTto ovotatikd: OEe(blo yevdapyLpov, 33 g. EAEYETE aveEdpTnTa TN
XNUIKA Hopor, TIG HoVAdECG Kal KABe KALUdKwaon mpwy and CoyLon.

EAéyETe opoloyévela, oBwAoug, dlaxwploud Kat mpayuaTiky andédoon npwv and vnodlaipeon. H cuokevaoia mpénel
Vo ETILTPEMEL opoLdopen epapuoyr Xwplc eloaywyri vEPOL 0TO TMEPLEXOUEVO.

KataypdyTe yla TNV TOMKA avdAuon moodTnTa avd napaokevr, ouxvotnTa epyaoiag, dtdpkela avolkTtol
XELPLOMOD, TBAVEG 06006 €KBEaNG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYX0L. AuTd elval atowela elaédov
NG agloAdynong: 6ev amodibetal MPooXNUATIKAC TEALKOG BaBUdC KlvdOvou.

Znuelo eAéyyou amodéopevons: EAEYETE CLOOWUATWUATA, KPVOTAAAOLC, TOTILKEG BLOYPOPEC LPMC KaLl EAEDBEPO
LYPO HETE TNV OAOKARPWON TNG HEBGDOL. KaTtaypdyTte yewUeTpla avauEng, uéyebog mapTidac KAl MPAYUATIKEG
Beppokpaoiec: peTa@opd aplBpol oTPoPWY o GAAO avaULKTAPA 6ev amodelkviel Looduvaulia.

Reference batch: 100 g. First ingredient: Zinc oxide, 33 g. Independently check chemical form, units and every
scale conversion before weighing.

Check homogeneity, aggregates, separation and actual yield before subdivision. Packaging should allow uniform
application without introducing water into the contents.

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

References: [1], [10], [12]

ZuvOnkec mapaockevng / Compounding conditions

Mpw and avdulgEn: Tavtonoinon xNULKAG HOPYAC Kol apTidag kABe cuaTATIKOD, KaTaypaPr] BEWPNTIKWY
MOCOTATWY KAt EAEYX0GC KaBapldTNTAC Tou EEOMALOUOD. OL BepUoKPaoleG Kal N oelpd MPoodrkNg elval aVTEC TNC
MopaKkATW 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], [4]

Texkpnpiwon BUD / BUD rationale

Agv evTOMOTNKE €LOLIKA MELPAUATIKE SLEPKELX TTOL va KAAUTITEL OAGKANPN TNV akPLBr) oOVOean, TOV MEPLEKTN KL
TN HMKPOBLOAOYLKH KATAAANASTNTA.

H Bdon yAvkepoAdtng anoteAe({tal and yAvkepPOAn 86,8%, AULAO 6,6% Kal veP)d 6,6% KaTd Hala. Ztn HEAETN
BLABIKWY ULYHATWY N YAUKEPSAN o€ apxLkd KAGopa dykou 0,85 ivel aw mepimov 0,34. Avté otnpiCel emAoyh
XOUNAAG aw HOvVOo yia YAUKEPOAN QAPUAKOTIOWAKAG otdTnTag Mep{mov 98% i vynAdtepn, TNV aKPLBH BEPULKA
dladikaoia kal xwplc mpdabeTo vepd. Agv elval pétpnon tnG TeAKig mdotag ovte PeAéTn 180 nuePWY:
ENAANOEVOTE TNV KATAAANASTNTA TNG AVTUTPOOWTEVTLKAG EKTIMNONG 0TO oOOTNUA MOLOTNTAG.

EmAeyHEVOC YEVIKOG Kavovag: €wg 180 nuépeg otoug 20-25 °C yia atepen 1| Un LOATIKA PN MOOLUN Hoper], LE
TEKUNPLWHEVN aw <0,6. H apyikh mowdtnta/vypaoia, n mpootacia and e(0odo vepold Kat N uOLKA KaTAAANASTNTA
npénel va vrootnpi{Couv avtr TNV Katnyopla.

Huepounvia xpriong = n evwpitepn emtpenth nuepounvia and noapackevr] + emAeyuévn dldpkela, AREELC MPWTWY
LAV KoL TUXOY CLVTOUSTEPO TEKUNPLWHEVO OpLo. O Xpdvog PHETA TO dvolypa 6ev napaTteivel To cuvoAlkd BUD. H
TEALKH NUEPOUNVIX CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP TIOA HETA TOLC EAEYXOULG.

0O yevIKOG Kavovag anoTeAel ouvtnpeNTikd OpLlo emMAOYAC Kol OxL MELpapaTIK anddelEn otabepdTnNTAC TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAKH gOVBeOn, TN CLVTAPNON KOl TLG EMTPENOUEVECG BEpoKpaaiec. H
T aw dgv mMpokKOMTEL And TO MOC0ATO VEPOL H TNV aAMWAELX KAT& TNV §Apavon. MNa tekunpiwaon xpnotlonotiote
SOP-014 kot F-006- yia €16ikrj aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yia kdbe un otelpa napaockevr. H katnyopla pnopel va tekunpLwoel
and TNV akpLBr oOvVBeon Kal KATAAANAQ QVTUMTPOCWTELTIKA Mapadelypata: 6tav n ocbvbeon slvat aBéBain
oplakh, mpoTidTal 6K LETPNOoN HE KATAAANAN HéB0BO0. ZTNV apoloa €kdoan Hev LTIEPYXEL HETPNUEVN aw OUTE
anodeopevpévn mopTida. H Sldpkela ToL TEALKOD OKELAOUATOC KATA Kavéva dev vepBaivel To evamopévov BUD
TWY EVOWHOTWHEVWY YOANVIKWY Bdoswv/evdlapéowv. EEaipean xpetdletal edikA attioAdynon 4tL dev
ennpedletal SBLOPEVWC N PLOLKH, XNMLKA 1} HikpoBLloAoylkr motdtnTa. KataypdyTte XwpeLoTd TeAKS 6plo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPETWY KaL TIPAYHATIKA nuepounvia ARENG TOLG.

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

The glycerolate base contains 86.8% glycerol, 6.6% starch and 6.6% water by mass. The binary-mixture study
reports aw about 0.34 at initial glycerol volume fraction 0.85. This supports a low-aw working category only with
pharmacopoeial glycerol approximately 98% or higher, the exact heating process and no additional water. It is not
a finished-paste measurement or a 180-day study; verify the suitability of this representative estimate in the
quality system.

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.
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
the final limit, intermediate preparation dates and their actual expiry dates separately.

References: [11], [8], [9], [11], [13]
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Mpoamairtovpeva / Prerequisites
Starch glycerolate Ph. Fr.: CGR-FR-011
Starch glycerolate Ph. Fr.: CGR-FR-011

References: [1]

EEomAlopoGg / Equipment

Zuyo6¢ KaTtdAANANG eAdxLotng C0ylong, youdi/omepog i opoyevonolnthg, doxela avdulgEng, ondTtovAeg,
BepudueTpo dtav vndpyxel O€puavaon, dpyava oyKopETPNONG yla moodtTnTeG 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

Kookwiote ZnO ota 250 um. EmkaAdyTte TO Lydio pe Tto éva Tpi{Tto TNC BAONG Kl EVOWUATWATE dladoyikd ZnO
Kat vrtéAounn Bdon.

Sieve ZnO at 250 um. Coat the mortar with one third of the base; successively incorporate ZnO and remaining
base.

References: [1]

Mapatnpnioelg / Observations

H teAkr} moodétnta ival n Bdon tou mivaka cbvBeong. Kataypdeovtal mpayuaTikh andédoaon, Tuxdv anmwAELEG Kal
amokA{oELG 0TO @UANO EKTEAEDNG.

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

References: [1]

MepLékTnNG KalL ovokevagia / Container and packaging
ZwAnvdplo | agpooteyég Bado.
Tube or airtight jar.

References: [1]

MowoTikO6¢ éAeyxocg / Quality control

Zn0: 0,200 g o€ 10 mL apatob HCI kat 20 mL vepol, katdémv 170 mL vepol. ZuumAokopetpia Ph. Eur. 2.5.11- 1 mL
EDTA 0,1 M = 8,14 mg ZnO. EAeyxoG opoloyévelag nepimov 0,2 g, xwpi{c opatd AeUKE CLOCWHATWHATA.

H néBobog, To 6pLo amodoyxrc, N MPAYHATIKA TIUH Kal 0 EAEYKTAC KaTtaypdeovTal xwplotd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavadAnyn eAéyxwv xpeldleTal
attoAdynon.

Zn0: 0.200 g in 10 mL dilute HCI and 20 mL water, then 170 mL water. Complexometry Ph. Eur. 2.5.11; 1 mL 0.1
M EDTA equals 8.14 mg ZnO. Check about 0.2 g for homogeneity, with no visible white aggregates.

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], [12]
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®0Aa&n / Storage

ZwAnvdplo | aepoateyég Bado.
Mo dudpkela mov anodidetal amnd yevikd kavéva, epapudleTal eMMALov n Bepuokpacia TNG emAeyuévng
Katnyoplag oto nedio BUD. H mnyr 6&v TekUNplwvel avbaipetec aAAayéc Bepokpaoiac.

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

References: [1], [5]

A1aOeon / Dispensing

AldOeon pe oaer 066 xpriong, MEPLEKTIKOTNTA KoL huepopnvia xpiong. H moodtnta avd €poapuoyh Kot N
oLXVOTNTA CLUUMANPWVYOVTAL COUPWVA UE TN CLVTAYH.

Dispense with a clear route, strength and use-by date. Complete amount per application and frequency from the
prescription.

References: [1]

EmioApavon / Labelling

FALKEPSAN apOAoL e 0Eelblo yevdapyvpou Ph. Fr.
EEwTepkn xprion

MNoodétnta: _ Moaptido:

Moapaokevdotnke:  XpAon €wg:

AcBeviig / 66on / ouxvéTnTO:

®OAOEN: ZwAnvdplo A agpooateyéc Balo.
©eppokpaoia yla To BUD autAg tng naptidag:

Zinc oxide starch glycerolate Ph. Fr.
External use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:
Storage: Tube or airtight jar.
Temperature for this batch BUD: __

References: [1]

v9_controls / v9_controls

To apBunTiké 6plo oto apyelo elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPOoDTOBETELC. Agv €YEL
optotel BUD mpayuaTikAc mopTidag Katl 6ev éyxouv napaydel petprioelc aw. H akplBric obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TPEMEL val EYKPLOODVY YLl TN CUYKEKPLUEVN
epappoyn. H évap&n tou vrmoAoylopol BUD eival n évapEn tng napaokevic. Epapudletal To CLVTOUOTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO0 BldpKelaG HETA TO dvolyua. Ta dpta USP glval texvikd mAaiolo kot 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 anédoon/opydvwaon oTolxelwy TNG avaeepdpuevnc mNyng. Aev anoteAel enlonun petdgpaaon fi €ykplon Tou
€kdOTN.

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

[1] Glycérolé a I'oxyde de zinc (2007) (15/02/2012)

2007 | PDF pp. 1-2 | master formula | 2026-10-14

https://ansm.sante.fr/uploads/2020/10/23/glycerole-a-lI-oxyde-de-zinc.pdf

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

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_028.pdf

[3]1 PN/L/PG/002/00 INDUMENTARIA

AwoBéotpo 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] 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

[5] 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

[6] FN/2003/PA/013 GLICEROL

Retrieved source edition | Sections 4, 6-10 | ingredient facts | 2026-09-12
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_013.pdf
[7] Glycérolé d'amidon (2007) (15/02/2012)

2007 | PDF pp. 1-2 | master formula | 2026-09-10

https://ansm.sante.fr/uploads/2020/10/23/glycerole-d-amidon.pdf

[8] Illinois 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] Nakagawa T, Oyama T. Molecular Basis of Water Activity in Glycerol-Water Mixtures

Frontiers in Chemistry. 2019;7:731 | Table 1; DOI 10.3389/fchem.2019.00731 | Full text read. Glycerol/water experimental system; not a
stability study of suppositories or starch glycerolate | 2026-09-12

https://www.frontiersin.org/journals/chemistry/articles/10.3389/fchem.2019.00731/full
[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
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