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CGR-BP-029 | 10.0

AloL@R yevdbapyvpov BP 15% w/w

Zinc Ointment

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 g

ZvoTaTLKO / Ingredient MoooétnTta / Quantity

OEe{6lo yevdapyLpou 150 ¢
Zinc oxide
AnAr} aAowpri BP 850 g

Simple ointment BP

Mpoamaittovpeva / Prerequisites
CGR-BP-020 Simple Ointment

MepLypa@n okevdopatog / Preparation description

Alower): AdoLer wevdapyvpou BP 15% w/w. Mpdabeta kpLtrpla eHeEvions Sev TEKUNPLWVOVTAL OTO £§ETACOEY
€161K6 Kkelpevo.

Ointment: Zinc Ointment. Additional appearance criteria are not established by the specific text reviewed.

References: [1]

Apaon kat xpAon / Action and use

H kaAapivn/To ZnO tnG 00VOEONG £XEL MPOOTATEVTIKY KAl OTUMTLKH SepuaTIiKh §pdon katd TIg povoypaeieg Twy
oLOTATIKWY. H mAnpogopia avtr 6ev kaBoplCel pdvn TNG TNV €vdelEN 1} HoooAoyia Tov oLUVOALKOD PiyHaTOoG.

The formula’s calamine/ZnO has protective and astringent cutaneous action according to the ingredient
monographs. This alone does not determine the indication or dosing of the complete mixture.

References: [1], [2]

Mpodiaypagic / Specifications
Zn0: 14.0-16.0% m/m
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Zn0: 14.0-16.0% w/w

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

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTABEPOTNTAC TOL TEALKOD HiypaTog o0Te anaitnon adpavolg atudéoealpac.
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 diaAvtéTnTa / Water and solubility
ZnO: MPAKTIKA adldAVTO 0 vEPD Kal atBavOoAn.

ZnO: practically insoluble in water and ethanol.

References: [2]

Yypaoia / Humidity

Agv dlveTal aplBunTiké épLo oxeTikiG bypaoiag yla To TeEAKO okeDaopa. ATto@ebyovTtal SLaBpoxr MTPWTWY LAWY
KOl HETAPOPA CUUMUKVWHUATWY 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

AEV TEKPNPLOVETAL EMLTPENTH BEpUOKpaTlakr amdkAlon i KOKAOG KaTtdyuEnc/andyuEnc. O 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 kai cupBatoéoTnTa / pH and compatibility
ZnO: dlaAleTal og apald avépyava oEéa- e Atmapd oEéa oxnUaTICEL OATIWVEC.

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

References: [2]

AAAeGg aAAnAembpaoclg / Other interactions

Aev napéxetal mARPNS 60K oLUBaTdTNTAC TOL PiyHATOG UE MPSOBeTa dPAOTIKA 1 dLapopeTkA €kBoya. Ot
LTIOKATAOTACELG amalTolv XwplotH Tekunplwon.

Sikalias Greek Formulary | Reference documentation 2



compounding.gr | 10.0 | 2026-10-14

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.

References: [1]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

OEe(blo yevdapylpov: eAa@pld, Aeukr €WG LITOK(TPLVN, AUOPPN KOVLC XWPIC CLOCWHATWHATA. AlCADETAL OE apaLld
avépyava oEéa Kal pnopel va avtidpdost e Autapd of€a tng Bdong oxnuatifovtag dAata yevdapylpou.

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.

References: [2]

MpooTtaocia epyalopévwy / Staff protection

KaBapr pakpuudvikn epyaotnplakr evduvpaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPS. ANy YOV TLWY
pETE 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.

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]

ExTipnon kKivdéovovu / Risk assessment

JuykeKpLuévn nmapTtida avagpopdc: 1000 g. Mpwto cvotaTikéd: OEe(dlo yevdapyvpov, 150 g. EAEyETe aveEdpTnTa
TN XNUKA Hopdr, TG Hovadeg kat kdBe kKALudKwan mpw and Coylon.

EAéyETe opoldopen dlaomopd TG SPACTLKAG KoL AMoVo{d CLUOCWHATWHATWY LETAE TNV YOEN. YiepBEpavan,
eloaywyn vepoL fj aAAayr Bdong HeTaBAAAOLY TO TMPOPIA TNC MAPACKEVAC: KATAYPAYTE MpayuaTiky andédoon Kat
QMWAELEC METAPOPAEC.

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

Znuelo eAéyyou amnodéopevons: eAEYETE CLOCWUATWUATA, KPVOTAAAOLG, TOTILKEG BLOYOPEC LPMG KaL EAEDBEPO
LYPO HETE TNV OAOKARPWON TNG HEBGBOL. KataypdyTte yewueTpla avauEng, uéyebocg napTidac Kol MPAYUATIKEG
BEPUOKPAOIEG: HETAPOPA apLlOUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Llooduvauia.

Meptéxel AavoAivn: punopel va mpokaAéoel Tomkr deppatikr avtibpaon, énwc depuatitida €€ enagnc.

Meptéxel KNTOOTEAPUALKH | KNTLUALKH 0AKOOAN: prnopel va mpokaAéael Tomkh depuaTikh avtidpaon. AEloAoyrioTe
KOL TQ OLOTATLKA TNG XPNOLomoLloleYNnG Bdong.

Reference batch: 1000 g. First ingredient: Zinc oxide, 150 g. Independently check chemical form, units and every
scale conversion before weighing.

Check uniform active distribution and absence of aggregates after cooling. Overheating, water ingress or a
changed base alter the preparation; record actual yield and transfer losses.

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.

Contains lanolin, which can cause local skin reactions including contact dermatitis.

Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
base in the assessment.
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References: [1], [7], [9], [11]

ZuvOnkec mapaokevns / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HOoPeAG Kal mapTidag KkdBe cuoTaTikoD, KaTaypaer BEWPNTIKWY
MOCOTATWY KAl EAEYX0G KaBapldTNTaC Tou eEOMALOMOD. OL BepoKkpaoieg Kal N oelpd mPoodrikng elvatl aVTEC TNG
nopakATw 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], [4]

Texkpnpiwon BUD / BUD rationale

Agv evTOTOTNKE €LOLIKA MELPAUATIKE SLAPKELX TTOL va KAAUTITEL OAGKANPN TNV aKkPLBr) oOVOean, TOV MEPLEKTN KL
TN HMKPOBLOAOYLKH KATAAANASTNTA.

EmAeyHEVOC YEVIKOG Kavovag: €wg 180 nuépeg otoug 20-25 °C yia atepe 1§ Un LOATIKA PN MOOLUN HopPer], LE
TeEKUNPWHEVN aw <0,6. H apxikh nowdtnta/vypaoia, n npootacia and e{codo vepol Kat N QUOLKH KATAAANASTNTA
npénel va vrootnpi{Couv autr TNV Katnyopla.

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

0O yeVIKOG Kavovag amoTeAel ouvtnpeNTIKS Oplo emMAOYAC Kol OXL MELPpapATIK anddelEn otabepdTNTAC TNG
naptidag. H katnyopla cuvdéetal pe TNV TeEAKA abvBeon, TN oLVTAPNON KaL TIG EMTPENOPEVEG Beppokpaaieg. H
TWUA aw 6gv MPoKOMTEL amd TO MOG0CaTO VEPOU A TNV AMWAELX KATA TNV EApavan. MNa tekunpiwaon xpnoluonoliote
SOP-014 kot F-006- yia €l6ikrj aw, SOP-017 kot F-012.

Atevkpivion USP: 6ev anatte{tatl pétpnon aw yla ke un oteipa napaockevr. H katnyopla pnopel va tekunplwoel
antd TNV akpBri obvBeon Kal KATAAANAQ AVTUTPOOWTELTIKE apadelypata- étav n odvbeon elvat aféRaln A
oplakh, mpoTiHdTal 6K LETPNoN HE KATAAANAN HéBobo. ZTNV apoloa ékdoan Hev LTIAPYEL HETPNUEVN aw OUTE
anodeopevpévn noptida. H didpkela Tov TEAKOD oKELAOPATOG KaTd Kavdva dev unepPBaivel To evanopévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evBlapéowv. EEaipean xpetdletal €8Ik attioAdynon 6tL dev
ennpedfeTal BLOPEVWC N PLOLKH, XNHLKA 1} HikpoBLloAoylkr motdTnTa. KataypdyTte XwpeLoTd TeAkS dplo,
NUEPOUNVIX MAPAOKELHG TWY EVOLAPETWY KL MPAYUATIKA nuepounvia ARENG TOLG.

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

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], [6], [8], [10]

MpoanaitTobpeva / Prerequisites
Simple Ointment: CGR-BP-020

Simple Ointment: CGR-BP-020
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References: [1]

EEomAlopog / Equipment

Zuyég KaTtdAANANG eAdxloTng COyLong, youdi/Omepog A opoyevonolnTthg, doxela avdulgng, ondTtovAeg,
BepudueTpo dtav undpyel O€ppavan, 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£0ob60¢ mapaokevng / Compounding method

AELOTPLRAOTE TO AENTAE KOOKWWIOUEVO ZNO PE HEPOC TNG AMANG aAoLQAC HEXPL Asla mdoTa. EVOWPATWAOTE
otadlakd Tnv vméAounn Bdon Kot avauig§Te KaAQ.

Triturate finely sifted ZnO with part of the simple ocintment until smooth, then gradually incorporate the remainder
and mix thoroughly.

References: [1]

Napatnpnioclg / Observations

H teAwkr mogdétnta elval n Bdon tou mivaka obvBeonc. Kataypdgovtal mpayuaTiky andédoaon, Tuxdv anwAELEG Kal
anokA{oELlC 0TO QUAAO EKTEAEDNG.

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

References: [1]

MNeplékTnNG KaL ovokevaoia / Container and packaging

EmtAoyr yia tomkr a&loAdynon: oteyavd cwAnvdplo f doxelo NULOTEPEWY PE KATAAANAN enévbuan. Mpw amnd
MARPWOoN eAéyxovTal KaBapldTnTa, aKEPALOTNTA, OTEYAVOTNTA KAl GUPPBATSOTNTA VALKOO/MWUATOG. H €181KA
Hovoypa@la 6EV TEKUNPLWVEL CUYKEKPLUEVO EUMOPLKS TEPLEKTN.

Selection for local assessment: tight semisolid tube or jar with a suitable lining. Check cleanliness, integrity,
closure and material compatibility before filling. The specific monograph does not validate a particular
commercial container.

References: [1]

MoloTikO¢ éAeyxocG / Quality control

Mopwon 0,5 g Kat ouunAokopeTpia oe oEkd Yéao e EDTA 0,05 M, EuAevoAn nopTtokaA{/eEauivn. 1 mL = 4,069 mg
ZnO0.

H péBodocg, 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
aLtloAdynon.

Ignite 0.5 g and titrate in acetic medium with 0.05 M EDTA, xylenol orange/hexamine. Each mL equals 4.069 mg
ZnO.

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], [9]

®0AaEn / Storage

lNa 6ldpkela mov anodidetal and yevikd Kavéva, epapudletal emmAéov n Bepuokpacia TNG eMAEYHEVNC
katnyoplag oto nedlo BUD. H mnyr dev tekunplwvel avbaipeteg aAAayEg Beppokpaciog.
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For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.

References: [5]

A1aOeon / Dispensing

AldBeon pe coagry 066 xpriong, MEPLEKTIKOTNTA Kal NUepounvia xpriong. H moodtnTa avd epapuoyn Kat n
oLYVOTNTA CLUUMANPWYOVTAL CUUPWVA LE TN CLVTAYH.

MepLéxet AavoAivn- unopel va npokaAéael Tomky deppaTiky avtidpaon, énwg deppatitida € enagnig.

MepLéxel KNTOOTEAPULALKA 1 KNTLUALKH AAKOOAN: propel va mpokaAéoel Tomkr depuatik avtidpaon. A§loloyriote
KOL T® OLOTATLKE TNG XPNOLonolobuevNG Bdong.

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

Contains lanolin, which can cause local skin reactions including contact dermatitis.

Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
base in the assessment.

References: [1], [11]

Enmwonpavon / Labelling

AMoLepr wevdapylpov BP 15% w/w

EEwTeptkr xprion

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviiG / 660on / ouxvéTnTO:

®OAaEN:

©eppokpaoia yla To BUD autAg tng naptidag:

Meptéxel AavoAivn: pnopel va mpokaAéael Tomkr depuaTtikg avtibpaon, onwc depuatitida €€ enapnc.

MepLéxel KNTOOTEAPULALKA 1 KNTUALKH AAKOOAN: uropel va mpokaA€éoel Tomkr depuaTikr avtidpaon. A§Loloyrote
KoL TQ OLOTATLKE TNG XPNOLomoLlobuevNnG Bdong.

Zinc Ointment
External use

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

Temperature for this batch BUD:

Contains lanolin, which can cause local skin reactions including contact dermatitis.

Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
base in the assessment.

References: [1], [11]

v9_controls / v9_controls

To apBunTikd épLo oto apyeio eivat pévo 6pLo BLBALOYPAPIKAG ava@opds uTtd TLG £LOLKEG IPoDTOBETELG. Agv €XEL
optotel BUD mpaypaTikig mopTtidac kat 6ev éxouv napaydel petprioelc aw. H akplBrig obvbeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TPEMEL val YKPLOODY YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapEn tng napaokevnic. Eeapudletal To GLUVTOUSTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO BLdpKELOG HETA TO dvolyua. Ta dplta USP glval texvikd mAaiolo kot dev
napovoldfovtal WG eAANVIKH voupobeaoia.

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

Sikalias Greek Formulary | Reference documentation 6



compounding.gr | 10.0 | 2026-10-14

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 EAANVLKY Kot ayYALKH andédoon/opydvwon otolyelwv TnG avagepdpevns mNyRG. Aev anoTteAel enlonun HETd@paon f €yKPLon Tou
€EKBOTN.

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

Mnyéc koL mapanopunéc / Sources and references

[1] British Pharmacopoeia 2016 - Zinc Ointment

2016 | PDF pp. 1-1; 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/028 OXIDO DE ZINC

AwaB€otpo kelpevo / Retrieved text | PDF pp. 1-2 | ingredient action | 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

AwaB€otpo 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
[4]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

[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] 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
[7]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
[8] 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
[9] 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
[10] 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
[11] EMA - Excipients in the labelling and package leaflet, Annex Revision 5

Published 5 December 2025 | EN and EL worksheets: arachis oil, wool fat, cetostearyl/cetyl alcohol, chlorocresol | Current primary excipient
warnings; used as a scientific labelling reference, without claiming MAH obligations automatically apply to a compounded prescription |
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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