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CGR-FR-022 | 10.0
AloL@R XaAKoOU KalL pevdapyvpov Dalibour xwpic
KAR@OopPa

Copper and zinc ointment, camphor-free Dalibour

BiBAloypa@lkr avagopd - Tormukr vtobétnaon / Reference monograph - Local adoption

MpoéAsvon kKaL mpoéoBaon otnv mnyn / Provenance and source access

H npoéAcvaon, n €k6oon Kol Ta 6pLa TWY MAPEXOUEVWY ATIOOTIATUETWY/BLRALOYPAPLKWY OvapOPWY dLatnpolvTaL.
To ke{pevo elvat n mapexduevn kot avabewpnuévn eyypaer Sikalias, 6xL véa mARpn¢ avadnuooievon Tou
npwToTONOoL TNG NMNYAC. MpdoBaacn oto NMARPEC MpwToTLTO YivETAL OTOV £MioNUO €KEATN, UE TNV AMALTOOUEVN
4bela fj ouvdpoun. Agv dBNAWVETAL OTL EKKPEUEG alTnUa emovdxpnong €XeL eyKpLOEeL.

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 avagopadg / Reference formula

Bdon / Basis: 100 g

ZvoTaTtiko / Ingredient Moooétnta / Quantity

OeuKOC XOAKOG TMEVTADOPLKOC 0.10g
Copper sulfate pentahydrate

OelkOC YevdApyLPOG ENTADOPLKAG 0.35¢g
Zinc sulfate heptahydrate

OEe{blo yevdapyLpou 1049
Zinc oxide
KekaBappévo 06wp 109

Purified water

Avudpn AavoAivn 2049
Wool fat
Aevkn BageAivn 59.55 g

White soft paraffin

Meplypa@n okevaopatog / Preparation description
JUVEKTIKA AELKH aAolpr HE EA@pPd Tpaovw andypwaon.

Firm white ointment with a slight greenish tint.

References: [1]

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

Topical emollient and skin protectant according to the monograph.
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References: [1]

Mpobiaypagéc / Specifications
CuS04-5H20: 0.09-0.11% m/m; Zn: 7.20-8.90% m/m
CuS04-5H20: 0.09-0.11% w/w; Zn: 7.20-8.90% w/w

References: [1]

®wg / Light

Agv mopéxeTal 6K eWTOoTABEPSTNTA TOU TEALKOU MPOIGVTOG. H amattoOpEVN QUTONPOCTAC(O TOL MEPLEKTN,
€pboov opiletal, avagépetal atn POAAEN.

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

References: [1]

Aépac kaL o&eidbwaon / Air and oxidation

Agv apéxeTal HEAETN 0EEBWTLKAC oTaBePATNTOG TOL TEALKOD PiyuaTog o0Te anai{tnon adpavolg atudopalpac.
Tnpeltal 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 adldAuTto og vepd Kol atBavoan.
Aeukn BaleAivn: n avtioton kabapr mpwtn VAN KaTd JP elval mMPaKTIKE abLdAvTn 0TO VEPD.

ZnO: practically insoluble in water and ethanol.
White Petrolatum: JP classifies the corresponding pure raw material as practically insoluble in water.

References: [2], [5]

Yypaoia / Humidity

Agv dlveTal aplBunTiké 6pLo oxeTikiG vypaciag yla To TeEAkO okeDaopa. ATtogebyovTtal SLaBpoxr MPWTWY 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]

Osppokpacia / Temperature

A€V TEKPNPLOVETAL EMLTPENTH BEpUOKpaTlakr amdkAlon i KOKAOG KatdyuEnc/andyuEnc. O Bepuokpaaieg
MOPACKEVHC Kot QUAAENC avapépovTal oTa avtioTolya media.

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

References: [1]

pH kaiL 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]
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AAAec aAAnAemidpaoelg / Other interactions
MevtabPIKAC BEUKOG XAAKOG: aoLUBATATNTA UE AVAYWYLKEG OLOIEG.
Copper sulfate pentahydrate is incompatible with reducing agents.

References: [3]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

OEe(blo yevdapylpov: eAa@pld, Acukr €WG LIOKITPELVYN, AuoPPN KOVLG XWPIC CLooWHATWHATA. AlCADETOL O apaLld
avépyava of€a Kal pmopel va avtidpdoel pe Aunapd of€a tng Bdong oxnuatiCovtag dAata yevdapylpov.
Aevkn BaleAlvn: mpWTN VAN HE XOPAKTNPELOUS SLAALTOTNTAG OTO VEPS «TPAKTIKA adldAvtn» 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.
White Petrolatum: raw-material water solubility is classified as practically insoluble by JP.

References: [2], [5]

MpooTtacia epyalopévwy / Staff protection

KaBapr pakpuudvikn epyaoctnplakr evduvpaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPd. 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: [1], [4], [6]

ExTipnon kKivdéovovu / Risk assessment

OEUKAOC XAAKOC: CUUTTUKVWHEVA SlaAlpaTa elval SLaBPWTIKE: n LTTEPEKBEDN GUVOEETAL HE ALMOALON, NMATIKH Kal
VEQPLKA BA&RN.

ZuykekpLuévn moptida avaeopdg: 100 g. MpwTo ovoTaTikd: OeUKOG XaAKOG MevTaddpLkdg, 0.10 g. EAEyETe
aVEEGPTNTA TN XNULKA HOPQH, TG HOVADEC Kol KABE KALUAKwaon mpv and COyLon.

EAéyETe opoldpopen dlaomopd TNG SPACTIKAG KoL AMOVo{d CUOCWHATWHATWY HETA TNV YOEN. YiepBEpuavan,
eloaywyn vepol fj aAiayr Bdong peTaBdAAoLY TOo TIPOPIA TNG MUPACKELAG: KATAYPAYTE MPpayUaTIkh anddoon Kat
ATMWAELEC HETAPOPAC.

Kataypdyte yla TNV TOMKA avdAuvon moodtnTa avd Napaokevr, ouxvétnta epyaciog, dLdpkela avolkTol
XELPLOMOD, TBAVEG 06006 €KBEONG KL AMOTEAECTUATIKOTNTO TWY HETPWY eAEyX0L. AuTd elval atowela elgédouv
NG agloAdynaong: 6ev amodibeTal MPooXNUATIKAC TEALKOG BaBUdC KlvdOvou.

©epuLkd gTAdl0 TNG oLyKeKPLPEVNC Sladikaalag: eAEYETE OepUOPETPO, TPOTIO BEPUAVONG, XPOVLIKH BLdpKeLa Kot
anopuyr unepBEpuavonG/anwAelag dtaAdTn. To TEAog avduEng dev TavtiCeTal pe TEKLNPLWHPEVN YOEN A A PN
opoyevormoinan.

Znuelo eAéyyxou amnodéapevonG: EAEYETE CUOOWHATWHUATA, KPUOTAAAOUG, TOTILKEG BLAPOPEG LG KAl EAEDBEPO
LYPO HETE TNV 0AOKARPWON TNG HEBGBOL. KataypdyTte yewueTpla avauéng, uéyeboc napTtidag Kol MPAYHATIKEG
BePUOKPAOIEG: HETAPOPA apLlBUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Looduvauia.

Meptéxel AavoAivn: ynopel va mpokaAéael Tomkr depuaTik avtibpaon, onwe depuatitida €€ enanc.

Copper sulfate: concentrated solutions are corrosive; overexposure is associated with haemolysis, hepatic and
renal injury.

Reference batch: 100 g. First ingredient: Copper sulfate pentahydrate, 0.10 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.
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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
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.

References: [11], [3], [9], [11], [13]

ZuvOnkec mapaokevng / Compounding conditions

Mpw amnd avdugn: tavtonolnon XNUIKAG Hopen¢ Kal mapTtidag kABe cuoTaTLKOD, KaTaypaer BEWpPNTIKWY
TMOCOTATWY Kal £EAgyX0G KabapldtnTtag Tov e§omAlopol. Ot Beppokpaaieg kat n oelpd npoabrikng elval auTég TNG
nopakdTw 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], [6]

Texkpnpiwon BUD / BUD rationale

Agv evTom{oTNKE €LOLIKA MELPAUATIKE SLEpKELX TTOL va KAAUTITEL OAGKANPN TNV akpPLBr) oOvOean, TOV MEPLEKTN KAl
TN PLKPORLOAOYLKH KATAAANASTNTA.

EmAEYHEVOC oLVTNPNTIKOC YEVIKOC Kavdvac: €we 14 nuépec otoug 2-8 °C yla bBaTIKA Hopen XWEI(C EMAPKWC
TeEKUNPLWPEVN ouvTrpnon. MNpodndbean elvat 6TL N YOEN 6ev mpokaAe( kaBIZNon, Un avaoTPEYLHO Slaxwploud A
GAAN aMWAELX KOTAAANAGTNTAG. Av auTh N MpodndBeon anoTOXEL, dev xpnolyonote(tatl To 14Auepo ae
Bepuokpaoia dwpatiov- anatte{tat edikr Tekunpiwon ocbvtoung xprong.

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

0O yeVIKOG Kavovag anoTeAel ouvtnpeNTIKS dplo emMAOYAC Kol OXL MELpapaTIK anddelEn otabepdTnNTAC TNG
naptidag. H katnyopla cuvdéetal pe TNV TeEAKA obvOEeoN, TN oLVTAPNON KL TIG EMTPENOPEVEG Beppokpaaieg. H
TIUA aw 6gv MPOoKOMTEL amd TO M0G0 TS VEPOU A TNV AMWAELX KATA TNV EApavan. MNa tekunpiwaon xpnolponoliote
SOP-014 kot F-006- yia €l6ikr} aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yla kdbe un otelpa napaockevr. H katnyopla pnopel va tTekunplwoel
antd TNV akpBri obvBeon Kal KATAAANAQ AVTUTPOOWTELTIKE apadelypata- édtav n odvbeon elval aféRain A
oplakh, mpoTidTal 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 4tL dev
ennpedfeTal BLOPEVWC N PLOLKH, XNHLKA 1} HkpoBLloAoylkr 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 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.
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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: [1], [8], [10], [12]

Mpoamaitovpeva / Prerequisites

Aev anatteltal xwploth Bdon pe KwdKS uNTPWOoL. Tuxdy EUMOPLKS OYNUA TTHPAUEVEL 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

Zuyo6G KaTdAANANG eAdxLoTngG 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

Kookwiote ZnO ota 250 pm. Tgte Aumapd €wg 60 °C, evowpatwoTte ZnO Kot YogTe. MNpoabéate ta Beukd dAata
dlaAvpéva oto VdWP.

Sieve ZnO at 250 um. Melt fats up to 60 °C, incorporate ZnO and cool. Add sulfates dissolved in water.

References: [1]

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

EmAoyn yla tomkr agloAdynaon: oteyavé owAnvdaplo ) doxelo NULOTEPEWY He KATAAANAN emévduon. Mpwv and
MApwWaon eAéyyxovTatl KaBapldTnTa, AKEPALOTNTA, OTEYOVOTNTA KAl CUUBATAOTNTA LALKOD/MWHUATOC. H ELOIKA
pHovoypa@io BEV TEKUNPLWVEL CUYKEKPLEVO EUMOPLKO TIEPLEKTN.

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]
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MowoTikOG éAeyxoG / Quality control

CuS04:5H20: 0.09-0.11% m/m; Zn: 7.20-8.90% m/m

H uébodog, to éplo amnodoync, N MPAYHATIKS TIUA KoL 0 EAEYKTAC KaTaypdgovTal XwploTd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel e kapavtiva Kat dtepebivnon katd SOP-015- n emavadAnyn eAéyxwv xpeldleTal
attoAdynon.

CuS04-5H20: 0.09-0.11% w/w; Zn: 7.20-8.90% w/w
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], [11]

®0Aagn / Storage

Ma 1o emMAeyUEVO YEVIKS avdTaTo 6pLo: 2-8 °C, epdoov dlatnpolvTal N QUOLKH KATOAANASTNTA KOl N
OLPBATOTNTA PE TN CLUYKEKPLUEVN TINYH. Agv e@appdleTal To 14iuepo og Bepuokpaoia dwuaTiov.

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: [1], [7], [8]

AwaOeon / Dispensing

AldBeon ue oaer 066 xpriong, MePLEKTIKOTNTA Kot nuepounvia xpriong. H moodtnta avd epapuoyr Kot n
oLYXVOTNTA CUUMANPWYOVTOL COUPWVA UE TN CLVTAYH.
Meptéxel AavoAivn: punopel va mpokaAéoel Tomkr deppatikr avtibpaon, énwc Gepuatitida €€ enagnc.

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.

References: [1], [13]

EmioARpavon / Labelling

AMoLpr XaAkoL Kat yevdapyvpou Dalibour xwpic kKapgpopd

EEwTeptkr xprion

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviiG / 660on / ouxvéTnTO:

®OAaEN: 2-8 °C, petd TNV enmBeBaiwon kataAAnAdTNTOAC YOENC.

©eppokpaoia yla To BUD autAg tng naptidag:

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

Copper and zinc ointment, camphor-free Dalibour

External use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: 2-8 °C, after confirming suitability for refrigeration.

Temperature for this batch BUD: __

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

References: [11], [7], [8], [13]
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v9_controls / v9_controls

To apBunTiké 6plo oto apyelo elval pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €YEL
opltotel BUD mpayuaTikAc mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBrigc obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N GUAAEN Kol Ta aTolxela eAéyyou PEMEL val YKPLOODVY YLl TN CUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapEn tng napaokevig. Epapudletal To GUVTOUGTEPO
TEKUNPLWHEVO 6PLo, PE XWPLOTO €AeyY0 BLdpKeELaG HETA TO dvolypa. Ta dpla USP elval texviké mAaiolo kat 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 andédoon/opydvwaon oTolxelwy TNG avaeepdpuevnc mNyng. Aev anoteAel enlonun petdgpaon fi €ykplon tTov
€kdOTN.

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

Mnyéc katL mapamnounég / Sources and references

[1] Pommade cupro-zincique (2008) (15/02/2012)

2008 | PDF pp. 1-3 | master formula | 2026-10-14

https://ansm.sante.fr/uploads/2020/10/23/pommade-cupro-zincique.pdf

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

AwaBéotpo 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] FN/2003/PA/035 SULFATO DE COBRE PENTAHIDRATO

AwaBéotpo 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_035.pdf

[4] PN/L/PG/002/00 INDUMENTARIA

Awabéoipo 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]1 MHLW - Japanese Pharmacopoeia XVIII: White Petrolatum

JP XVIII, 2021; English text | Printed p. 1501; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[6] 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

[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] 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] 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
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(A
V)

[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
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