compounding.gr | 10.0 | 2026-10-14

CGR-BP-027 | 10.0

Naota yevdapyvpou Kat caAlKALKOD o&éoc - Lassar BP

Zinc and Salicylic Acid Paste

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 240 g
Zinc oxide
ZaALKUALKS 0ED 2049

Salicylic acid

AuvAo tng BP 240¢g
Starch BP
Aevkn BaleAivn 500 g

White soft paraffin

MNeprypag@n okevaopatog / Preparation description

Mdota: NMNdota wevdapyldpou Kat caAlkLALKOU 0&€oG - Lassar BP. MpdoBeta kpLtrpla ELpdviong dev
TEKUNPLWYOVTOL 0TO E€TAOBEY €LBLKO KelpEVO.

Paste: Zinc and Salicylic Acid Paste. Additional appearance criteria are not established by the specific text
reviewed.

References: [1]

Apaon kaL xpAon / Action and use

H kaAapivn/to ZnO tnG 00VBEONG £XEL MPOOTATEVTIKY KAl OTUMTLKA SepuaTiky §pdon katd Tig povoypaeieg Twv
oLOTATIKWY. H mAnpogopia avth 6ev kaBoplCel pdvn TNG TNV €vdelEn 1} oooAoyia Tov oLVOALKOD 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]
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Mpobiaypagéc / Specifications
Zn0: 22.5-25.5% m/m; salicylic acid: 1.9-2.1% m/m
Zn0: 22.5-25.5% w/w; salicylic acid: 1.9-2.1% w/w

References: [1]

®wg / Light

Agv mapéxeTal EL6IKA WTOOTABEPSTNTA TOL TEALKOU TPOIOVTOC. H amatToOUEVN QWTOMPOOTAC( 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 kKat o€eidbwon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC 0TABEPATNTAC TOL TEALKOD HiypaTtog o0Te anaitnon adpavoldc atudéoealpac.
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 abldAUTO O vEPD Kal alBavOAn.
Aevkn BaleAivn: n avtioton kabapr mPpwTn VAN KaTd JP elval MPaAKTIKE abL&ALTN OTO VEPD.
ZaAkUALKS 0&D: Alyo dlaAvtd og vepd- anuelo THENG mpw NG VANG 158-161 °C.

ZnO: practically insoluble in water and ethanol.
White Petrolatum: JP classifies the corresponding pure raw material as practically insoluble in water.
Salicylic acid is slightly soluble in water; raw-material melting range 158-161 °C.

References: [2], [3], [5]

Yypaoia / Humidity

Agv SlveTal aplBUNTIKS dpLo OXETLKIG LYPATI(AGC YL TO TEALKO oKkeDaTUa. ATopebyovTal dLaBpoxr MPWTWY LAWY
KL HETAPOPA CUUMUKVWHATWY 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

A€V TEKUNPLWVETAL ETILTPENTH BepPokpaotakn anmdkAlon i KOKAOG KatdywuEnc/andyuEng. OL Bepuokpaaieg
MPAOKELHG Kal QUAAENG avagépovTal ota avtioTola nedia.

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

References: [1]

pH kat cuppatétTnta / pH and compatibility
ZnO: dloAbeTaL o€ apatd avépyava ogéa- pe Atnapd oEa axnuaTiCel odnwveg.

ZnO dissolves in dilute mineral acids and forms soaps with fatty acids.
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References: [2]

AAAec aAAnAenibpaoclg / Other interactions

ZaALKUALKO 0§0: aovpBaTtdéTnTEG HE OAKEAL, dAaTa Fe/Pb kat twdlo. Ndvw and 2% pnopel va dnutovpyel
MPOBAAMATA OF [N LOVIKE YOAGKTWHUATA.

Salicylic acid: incompatibilities with alkalis, Fe/Pb salts and iodine. Above 2%, problems may occur in nonionic
emulsions.

References: [3]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

OEe(blo yevdapylpov: eAa@pLd, Aeukr €WG LITOKITPLVN, AUoPPN KOVLC XWPIC CLOCWHATWHATA. AlCADETAL O apald
avépyava oE€a Kal pmopel va avtidpdoel pe Aunapd of€a tng Bdong oxnuatiCovtag dAata yevdapylpov.
Aevkn BaleAlvn: mpwTn OAN UE XAPAKTNPELOUS HLOALTOTNTAC OTO VEPS «TIPAKTIKAE 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

ZaALKUALKO 0&0: amopUyeTe okdvn, €lamvor Kat enaer pe pdtia/BAevvoydvous: mpooTacio 0eOAAUWY.

KaBapr HoKpUPAVIKN EpyaoTnplakr evdupaoia, KEAALYN HAAALWY KL YAVTLO KATA TOV XELPLOUS. AANAQYH YOVTLWV
META amnd emudAvvaon/ebopd.

Xelplotelte TN TOyLon kot AstotpiBnon oe xwWpo/dldtagn mov neplopifel Hlaomopd Koviwv, e mpooTaaia
0QOAAUWY- 0 TUTIOG AVATVELOTIKAG TpooTaciag kaBop(letal and tTn ocLYKEKPLUEVN €KBEDN.

Salicylic acid: avoid dust, inhalation and eye/mucosal contact; use eye protection.

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], [6]

EKTipnon kKwvdéovovu / Risk assessment

ZuykekpLuévn napTida avagopdc: 1000 g. Mpwto cvotaTtikd: OEe(Blo wevdapylpov, 240 g. EAEyETe aveEdpTnTa
TN XNUWKA Hopor, TG HOVADEC Kal KABE KALUAKwaon mpv amnd CoyLon.

EAéyETe opoloyévela, oBwAoLG, Slaxwplopd Kal mpayuatikh anédoon npv and vnodiaipeon. H cuokevaaoia mpémel
Vo ETILTPEMEL opoLdopen epapuoyr Xwplc eloaywyr vEPOL OTO TMEPLEXOUEVO.

Kataypdyte yla TNV TOMKA avdAuvon moodtnTa avd Napaokevr, ouxvéTnta £pyaciog, dLapKeLa avolkTol
XELPLOMOD, TBAVEG 06006 €KBEONG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYX0L. AuTd elval atowxela elgédouv
NG agloAdynong: 6ev amodibeTal MPOooXNUATIKAC TEALKOG BaBUSC KlvdOvou.

©epuLkd aTAdl0 TNG oLyKeKPLPEVNC Bladikaalag: eAEYETE OepUOPETPO, TPOTIO BEPUAVONG, XPOVLKH BLdpKELX Kot
anopuyr unepBEpuavonG/anwAglag dLaAdTn. To TEAog avduEng dev TavtiCeTal pe TEKLNPLWHEVN YOEN A A PN
opoyevormoinan.

Znuelo eAéyyxou amnodéapevonG: EAEYETE CUOOWHATWHATA, KPUOTAAAOUG, TOTILKEG BLAPOPEG LG KAl EAEDBEPO
LYPO HETE TNV 0AOKARPWON TNG HEBGBOL. KataypdyTte yewueTpla avauEng, uéyeboc naptidag Kol MPAYHATIKEG
OePUOKPAOIEG: HETAPOPA apLlBUOD OTPOPWY 0 GAAO avaulkTApa dev anodelkviel Looduvauia.

Reference batch: 1000 g. First ingredient: Zinc oxide, 240 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.
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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.

References: [1], [9], [11]

ZuvOnkec mapaockevnG / Compounding conditions

Mpw amnd avduEn: tavtonolnon XNUIKAG HopeAG Kal apTtidag kABe cuoTaTLKOD, KaTaypaer BEWPNTIKWY
TOCOTATWY Kal éAeyY0oC KabapldTtnTtag ToL eEonAlopol. OL BepuoKkpaoileg Kal N oelpd MPoaBrikNG lval avTég TNG
napakaTw 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]

Tekpunpiwon BUD / BUD rationale

Agv gvtoni{oTnKke €OLKA MELPAPATIKA SLEPKELX IOV VO KAAOTITEL OAGKANPN TNV akpLBA glvBeaon, TOv MEPLEKTN Kal
TN HLKPORLOAOYLKH KaTaAANASTNTA.

EmAeyEVOG YEVIKOG Kavdovag: éwg 180 nuépeg atoug 20-25 °C yla otepen | 1IN LOATIKA PN MOOLUN HoPPH, UE
TEKUNPLWHEVN aw <0,6. H apxikh modtnta/vypaoia, n mpootacia and e(0odo vepol Kat N eLOLKA KATAAANASTNTA
npénel va vmootnp{Couv avtr TNV Katnyopla.

Huepopnvia xpiong = n evwpitepn emtpentr nuepopnvia and napackevr + emAgyuévn dldpketa, AREELG MPWTWY
VAWV KoL TUXOV CLUVTOUSTEPO TEKUNPLWHEVO OpLo. O Xpdvog PETA To dvolypa 6ev napaTteivel To cuvoAlkd BUD. H
TEALKH NUEPOUNVI{O CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP T{BA PETA TOUC EAEYXOULC.

O yevikdG kavédvag amnoteAel ouvTNPENTLIKO dPLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
naptidag. H katnyopla cuvdéeTal pe TNV TEAK oOvVBeon, TN CLVTAPNON KOL TLG EMTPENOUEVEG BEpoKkpaoiec. H
T aw 6gv mMPoKLTTEL and To Mocoa TS vEPOL 1 TNV anWAsLa Katd tnv EApavan. MNa tekunpiwon xpnollonotioTe
SOP-014 kot F-006- yia 16wk} aw, SOP-017 kot F-012.

Altevkpivion USP: 6ev anatte{tal pétpnon aw yia kaBe pn otel{pa napaokevr. H katnyopla punopel va TeKuNPLwOEel
and TNV akpLpr obvBeon Kal KATAAANAQ QVTLMTPOCWTEVTIKA Mapadelypata: dtav n obvbeon slivat aBéRatn
oplaKr, MPOTIPATAL EL6LIKNA HETPNON HE KATAAANAN LUéBOBO. ZTNY napoloa ékGoan Hev uMdpyeL HETPNUEVN aw O0TE
anodeopevpévn mopTida. H Sldpkela Tou TEALKOD OKELAOUATOC KATA Kavdva dev vepBaivel To evamopévov BUD
TWY EVOWUATWHEVWY YAANVIKWY BAoswv/evolapéowy. EEaipeon xpetdleTtal edikr attioAdynon 6TL 6ev
eNMNPEAZETAL BUOHEVWIG N GUOLKH, XNHLKA A [ikpoBLloAoyLkr moldTnta. KataypdywTte xwplotd TeAkd 6pLo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPETWY KAl MIPAYHATIKA 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

Sikalias Greek Formulary | Reference documentation 4



compounding.gr | 10.0 | 2026-10-14

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], [101], [12]

Mpoamaitovpeva / Prerequisites

Agv anatteltol ywplotrh Bdon HE KWOLKO uNTPwou. Tuxdv eumoplkd OYXNUA TAPAUEVEL TO AKPLBEC KATOVOUOTOUEVO
npoidv tou mivaka.

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

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 TN BaleAivn. EVOWHATWOTE OAEC TIC AEMTA KOOKLVIOUEVEG KOVELC KOl avadeloTe PéxpL YoENC.
Melt petrolatum, incorporate all finely sifted powders and stir until cold.

References: [1]

Napatnpnoclg / Observations

H teAkr noodtnta {val n Baon tou nivaka gdvBeonc. KataypdgovTtal mpayuaTiky anddoon, Tuxdv amWAELEC KAl
QMOKA{OELG 0TO QUANO EKTEAEDNG.

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

References: [1]

MepLékTnG KalL cvokevaoia / Container and packaging

Emdoyn yia tomkr agloAdynaon: oteyavé owAnvaplo r doxelo NULOTEPEWY e KATAAANAN emévduon. Mpw and
MAAPWON EAEYYXOVTAL KABAPLOTNTA, OKEPALOTNTA, OTEYOAVOTNTA KOl CUHMBATOTNTA LALKOU/MWHATOC. H €8LKA
pHovoypa@ia BEV TEKUNPLWVEL CUYKEKPLUEVO 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]

MowoTikOG éAeyxoG / Quality control

YaALKUALKS 0&D: Bladoyikég ekyvAloelg kat UV 302 nm, A(1%,1 cm)=260. ZnO: cuunAOKOPETP(a LOATIKWY
EKXVALOMETWY pe EDTA 0,1 M- 1 mL = 8,139 mg ZnO 6nwg avaypdeeTal gTnv nnyn.

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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Salicylic acid: sequential extractions and UV at 302 nm, A(1%,1 cm)=260. ZnO: complexometry of aqueous
extracts with 0.1 M EDTA; 1 mL equals 8.139 mg ZnO as stated by the source.

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]

®0Aain / Storage

Ma dtdpkeLa mov anodidetal and yevikd kavéva, epapudletal eEMMAEOV n Beppokpacia TNG EMAEYHEVNG
katnyoplag oto nedio BUD. H mnyr 6ev TekunpLwveL avbaipetec aAAayég Bepokpaoiac.

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

References: [7]

Awa0eon / Dispensing

AldBeon pe oaer 066 xpriong, MEPLEKTIKOTNTA Kot nuepounvia xpriong. H moodtnTa avd epapuoyr Kot n
oLYVOTNTA CLUUMANPWYOVTOL CUUPWVA LE TN CLVTAYH.

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

References: [1]

Enmionpavon / Labelling

MNaota yevdapydpPov Kal CAALKUALKOD 0E€0C - Lassar BP
EEwTeptkry xprion

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AobBevric / 6éan / ouyvéTnTa:

®OAaEN:

©epuokpaoia yia To BUD autAg TtnG naptidag:

Zinc and Salicylic Acid Paste
External use

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

Temperature for this batch BUD:

References: [1]

v9_controls / v9_controls

To apBunTikd 6plo oto apyeio elval pévo 6pLo BLRALOYPAPLKAC ava@opdc uTd TIC £6IKEC MpolmoBéaelg. Aev €xel
oplotel BUD npaypaTtikig naptidag kat dev £xouv napaxOel petprioelg aw. H akpprig abvbeon, ta
TIPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN KoL Ta aTolxela eAEyyoU TIPETEL VOl EYKPLOODV YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAEyYO BLAPKELAC HETA TO Avolypa. Ta dpla USP elval texviké mAaiolo Kat 5ev
napovoldfovtal WG EAANVIKA 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
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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 EAANVLIKA Kot ayYALKH anédoon/opydvwan ototyelwv TnG avagepduevng nnyrg. Asv anoteAel enlonun petd@paocn 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 mapanopunég / Sources and references

[1] British Pharmacopoeia 2016 - Zinc and Salicylic Acid Paste

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

Awabéoipo kel{pevo / 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 FN/2003/PA/033 SALICILICO, ACIDO

Awabéoipo kel{pevo / 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_033.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] 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]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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