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AmntAR aAowpn BP

Simple 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

Avubpn AavoAivn 509
Wool fat
2kAnpn napaeivn 509

Hard paraffin

KntooTteapuAlkr) aAKOOAN 509
Cetostearyl alcohol

Aevkn A kitpwn BaleAivn 850 g
White or yellow soft paraffin

MNeprypag@n okevaopatog / Preparation description

Huwotepen Bdon: AnAr aiowpr BP. Mpdobeta KpLTHPLO ELPAVIONG BEV TEKUNPLWVOVTAL OTO EEETAOOEY ELOLKO
Kelpevo.

Semi-solid base: Simple Ointment. Additional appearance criteria are not established by the specific text
reviewed.

References: [1]

Apaon kaL xpAon / Action and use

dapuakoTEXVIKA Bdon A €kBoY0 yla TNV EVOWPATWON oTNY KATAAANAN napaokevr. H oupBatdtnta pe KAOe
dpaoTIKA XpeldleTal xwWPLoTo EAEyYO.

Pharmaceutical base or excipient for incorporation into an appropriate preparation. Compatibility with each active
requires separate assessment.

References: [1]
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Mpobiaypagéc / Specifications

H o0OvBeon Kat n TeALKA moodTnTa akoAovBolv Tov mivaka (1000 g). Aev SlveTal €l61kS aplBUNTLIKS €0POC assay,
HikpoBLakod gopTiov | puokoXNHLKOD eAEyXOL 0TO €E€TAOBEY €16k Keluevo- Hev amnodibetal avbaipeTo dpLo.

Composition and final quantity follow the formula table (1000 g). The reviewed specific text gives no numerical
assay, microbial-count or physicochemical acceptance range; no unsupported limit is assigned.

References: [1]

®wg / Light

Agv MapéxeTal 6K PWTOOTABEPOTNTA TOL TEALKOD TPOIOVTOC. H aMaLTOOUEVN QWTOMPOCTAC( TOV MEPLEKTN,
epooov opiCetal, avagépetal otn 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

Agv ToPEXETAL HEAETN OEEWOWTIKAG 0TABEPOTNTOC TOL TEALKOU HiypaTog o0Te anaitnon adpavolc atudopalpag.
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 SiaAvtoTnTa / Water and solubility

Agv 6lveTatl MoooTkd 6pLlo LOPOAVTLKHG OTABEPATNTAG TNG OLYKEKPLUEVNG o0vBeonGg. H moodTnTa Kal motdtnTa
vepoD dev peTaBaAAeTal and Tn cuvTayh.

No quantitative hydrolytic stability limit is given for this formula. Retain the prescribed water amount and quality.

References: [1]

Yypaoia / Humidity

Agv dlveTal apBuUnTIkS 6pLo oXETIKAG LYPAOIOC Yl TO TEALKS okeDaaua. Ano@elyovTal dLaBpoxh MPWTWY LAWY
KL HETAPOPA CUUTMUKVWHATWY 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 TEKUNPLWVETAL EMTPENTH BepUOKpPATLaK andKALON 1} KOKAOC KaTAWuENnc/andyuEnc. OL Bepuokpaciec
MPAOKELHG Kol 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 cvpBatoéotTnta / pH and compatibility

Agv op(Cetal eldlkd e0poC pH ToL TEALKOD OKELAOUATOC. Agv TpooTiBeTal puOULOTAG pH XWPI(C TEKUNPLWHEVN
aAAayr TnG obvBeanc.

No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.
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References: [1]

AAAec aAAnAenibpaoclg / Other interactions

Agv mopéxeTal mAAPNG doku cupBaTdTNTAG TOL PiyHaTog Pe MPdobeTa SpaaTikd B dlagopeTikd £€kdoya. Ot
LTIOKATAOTAOELG amaLTolY XWwPLoTh Tekunpiwon.

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

References: [1]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

Tavtonoinon kat Bdon Coylong:

* Avudpn AavoAivn: 50 g.

¢ ZkAnpr mapaeivn: 50 g.

¢ KntooteapuAky aAkodAn: 50 g.

OL dnAwpéveg popeEg/moldTnTeG avrjkouvy aTnY akpLBr abvBeon Tng MNyNAG.

Identity and weighing basis:

* Wool fat: 50 g.

e Hard paraffin: 50 g.

» Cetostearyl alcohol: 50 g.

The specified chemical forms/grades belong to the exact source formula.

References: [1]

Mpootacia epyalopévwy / Staff protection

KaBapr poakpupdvikn epyaotnplakr evduvpoaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLoPS. ANy YOV TLWY
HETE and enudAvvan/ebopd.

Clean long-sleeved laboratory clothing, hair covering and gloves during handling; change gloves after
contamination or damage.

References: [11], [2], [3]

EKTipnon kKivdéovovu / Risk assessment

ZuykekpLuévn moptida avagopdg: 1000 g. Mpwto ovotatikd: Avudpn AavoAivn, 50 g. EAéyEte aveEdptnTta T
XNUIKA Hopor, TIG HoVAdECG Kal KABE KALUdKwaon mpwy and CoyLon.

Qc evdLdpeTo, PEPeL eLBLEAKPLTN TAVTAHTNTA KAl GLYKEVTPWON: 6ev dlaTiBeTal wg TEAKS edppako. H apaiwon A
npoagBrikn 6paoTikic amnattel véo uroAoyloud ekbéxwv, ouvtpnong Kat BUD. EAéyETe OTL kKGBE eEapTWHEYN Bdon
€xeL anmodeopeLOEL.

KataypdyTte yla TNV TOMKA avdAuon moodTnTa avd napaokevr, ouxvotnTa epyaoiag, dtdpkela avolkTtol
XELPLOMOD, TBAVEG 00006 €KBEaNG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYXOL. AuTd elval atolela elaédov
NG agloAdynaong: 6ev amodibetal MPooXNUATIKAC TEALKOG BaBuUdC KlvdOvou.

©epuLlkd 0TAdL0 TNG oLyKeKPLPEVNG Bladikaalac: eAEyETE BepUOPETPO, TPOTIO BEPUAVONG, XPOVLKH SLdpKeLa Kot
anopuyr LePBEpUavVONG/anWAELag dLaADTN. To TéAoC avAulEng dev TavTileTal pe TeEKUNPLWPEVN YOEN 1 A PN
opoyevormoinon.

Inueio eAéyxov amodéapuevong: eAEYETE CUOOWHATWHATA, KPUOTAAAOLG, TOTILKEG BLaAPOPEC LPNAG KAl EAEVBEPO
LYPS6 HETAE TNV OAoKARpwWaon TNG pHEBSdov. Kataypdyte yewpeTpla avdpEng, péyebog naptidag Kal MPAyHATIKEG
OepUOKPAO(EG: HETAPOPA apLlBUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Looduvauia.

Meptéxel AavoAivn: ynopel va mpokaAéael Tomkr depuaTtik avtibpaon, onwc depuatitida €€ enapnc.

MepLéxel KNTOOTEAPULALKH 1] KNTUALKH) aAKOOAN: urmopel va MPoKaAEoeL TOTLKY depuaTikh avtidpaon. A§LoAoyrioTte
KOl TA OLOTATLIKA TNG XPNOlpomnolovuevng Bdong.

Reference batch: 1000 g. First ingredient: Wool fat, 50 g. Independently check chemical form, units and every
scale conversion before weighing.
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As an intermediate, label identity and strength clearly and do not dispense as a finished medicine. Dilution or
addition of an active requires new excipient, preservation and BUD calculations. Confirm release of every required
base.

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.

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

References: [1], [6], [8], [10]

ZuvOnkec nmapaockevnG / Compounding conditions

Mpw amnd avdugn: tavtonolnon XNUIKAG HopeAG Kal apTtidag kABe cuoTATIKOD, KaTaypaer BEWPNTIKWY
TOCOTATWY Kal éAeyxo¢ KabapldtnTtag Tov eEonAlopol. O BepuoKkpaoleg Katl N oelpd MPoadrikng lval avTtég TNG
napokdTw 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], [3]

Tekpunpiwon BUD / BUD rationale

Agv gvtomni{oTnKke €8LKA MELPAPATIKA SLEPKELX IOV Vo KAAOTITEL OAGKANPN TNV akpLBA glvBeaon, Tov MEPLEKTN Kal
TN HLKPORLOAOYLKH KaTaAANASTNTA.

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

Huepopnvia xpiong = n evwpitepn emtpentr nuepopnvia and napackevr + emAgypévn dldpketa, AREELG MTPLTWY
LAV KoL TUXOV CLUVTOUSTEPO TEKUNPLWHEVO OpLo. O Xpdvog PETA To dvolypa 6ev napateivel To cuvoAlkd BUD. H
TEAKH NUEPOUNVI{O CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP T{Ba HETA TOLC EAEYXOULC.

O yevikdG kKavédvag anoteAel ouvTNPENTLIKO dPLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
naptidag. H katnyopla cuvdéeTal pe TNV TEAK oOVBeOn, TN OLVTAPNON KoL TLG EMTPENOUEVEG BEpoKpaoiec. H
T aw 6gv mMPoKLTTEL and To Mocoa TS vEPODL 1 TNV anWAsLa Katd tnv EApavaon. MNa tekunpiwon xpnollonotiote
SOP-014 kot F-006- yia €16ikry aw, SOP-017 kot F-012.

Altevkpivion USP: dev anatte{tal pétpnon aw yla kdBe pn otel{pa napaokevr. H katnyopla punopel va TeKuNPLwOEel
and TNV akpLBr obvBeon Kal KATAAANAQ QVTLMTPOCWTEVTIKA Mapadelypata: dtav n obvbeon slvat aBéRain
oplaKr, MPOTIHATOL EL6LIKNA HETPNON HE KATAAANAN LéBOBO. ZTNY napoloa ékGoan Hev umdpyel HETPNUEVN aw O0TE
anodeopevpévn mopTida. H Sldpkela ToL TEALKOD OKELAOUATOC KATA Kavdva dev vepBaivel To evamopévov BUD
TWY EVOWUATWHEVWY YAANVIKWY BAoswv/evolapéowy. EEaipeon xpetdleTtal €dikr attioAdynon 6TL 6ev
eNMNPEAZeTAL BUOHEVWIG N GUOLKH, XNHLKA A LikpoBLloAoyLkr moldTnta. KataypdywTte xwplotd TeAkS 6pLo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPETWY KAl MPAYHATIKA 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.
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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], [5], [7], [9]

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

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

AvapiETe Kal BepudveTe Ama e avadevon YéxpL opoloyévelag. Zuvex(ote TNV avddevon Katd tTnv Yogn. Aevkn
BageAivn yia Aeukr) adowpr], kiTpvn yia éyxpwpn.

Mix and heat gently with stirring until homogeneous. Continue stirring during cooling. Use white petrolatum for a
white ointment and yellow petrolatum for a coloured ointment.

References: [1]

Mapatnpnoelg / Observations

H teAlkr moodtnta elval n Bdon tou nivaka ocdvBeong. Kataypdgovtal mpayUatiky anddoaon, Tuxév amWAELEC 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

EmAoyn yia tomkrh agloAdynon: oteyavd owAnvdplo r doxelo NULOTEPEWY Pe KATAAANAN enévduan. Mpw and
MApwaon eAéyxovTtal KaBapldTnTa, AKEPALOTNTA, OTEYOVOTNTA KAl CUUBATATNTA LALKOO/MWHUATOC. H ELOIKA
Hovoypa@ia 6EV TEKUNPLWVEL CUYKEKPLUEVO EUMOPLKO MEPLEKTN.

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

H €161k povoypagia 6ev divel xwpLotd noocoTtikd mpoadloplopnd. EAEYETE TNV TALTSHTNTA/MOLOTNTA MPWTWY LAWY
KOL TLG YEVIKEC QAPUOKOTIOLUAKEG AMALTATELS TNG CLUYKEKPLUEVNG HOPQAC TIOL TMOPATEUTEL N INYH.

H uébodog, to éplo amodoync, N MPAYHATIKI TIUA KoL 0 EAEYKTAC KaTaypdgovTal XwploTd ato F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavdAnyn eAéyxwv xpeltdleTal
attoAdynon.

The specific monograph supplies no separate assay. Check starting-material identity/quality and the general
pharmacopoeial dosage-form requirements referenced 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], [8]

®0Aain / Storage

Mo dldpkela mov amnodibetal amnd yevikd Kavéva, epapudletal emmnAéov n BepUokpacia TNG EMAEYUEVNG
katnyoplag oto nedlo BUD. H iy 6&gv tekunplwivel avBaipetec aAlayéc Bepuokpaaiag.

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

References: [4]

AwaOeon / Dispensing

Evdidueon Bdon ywa epyaatnplakn xpron. H evowudtwon dpactikig amnattel véo éAeyxo abvBeong, pH,
ouvtApnong kat BUD Ttou teAlkoD mpoidévTod.

Meptéxel AavoAivn: unopel va mpokaAéael Tomkr depuaTtik avtibpaon, onwc depuatitida €€ enanc.

MepLéxel KNTOOTEAPULALKH 1] KNTUALKH) AAKOOAN: umopel va MPoKaAEoeL TOTLKY depuaTikh avTidpaon. A§Loloyriote
Kall TA OLOTATLKA TNG XPNOlpomnolovuevng Bdong.

Intermediate base for compounding. Adding an active requires reassessment of the final composition, pH,
preservation and 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], [10]

EmioApavon / Labelling

AmAR aAoiwpr BP

Epyaotnpiakn Bdon - dxt dueon xopriynon

Moocétnta: _ Maptida:

Mapaokevdotnke:  XpAon éwg:

AcBevrig / 66on / ouyvéTnTa: _

®OAaEN:

©eppokpaoia yla To BUD auTtAg tng naptidag:

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

Mepléxel KNTOOTEAPUALKH | KNTLUALKA 0AKOOAN: prnopel va mpokaAéoel Tomkh 6epuaTiki avtidpaon. AEloAoyriote
KOl TA OLOTATLIKA TNG XPNOlHomnolovuevng Bdong.

Simple Ointment

Compounding base - not for direct administration
Quantity: _ Batch:

Prepared: _ Useby:

Sikalias Greek Formulary | Reference documentation 6



compounding.gr | 10.0 | 2026-10-14

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], [10]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPoDTOBETELC. Agv €xEL
oplotel BUD mpayuaTikAc mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBric obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N GUAAEN Kol Ta oTolxela eAéyyou TIPEMEL va EYKPLOODY Yyl TN CUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eivat n évapén tng napaokevig. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO €AEyYX0 BLdpKELaG HETA TO dvolypa. Ta dpla USP elval texviké mAaiolo kat dev
napovoldfovtal 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 EAANVLKN KOl ayYALKH andédoon/opydvwaon oTolXelwy TNG ava@epduevnc mNyng. Aev anoteAel enlonun petdgpaaon i €ykplon Tov
€kdOTN.

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

Mnyéc KoL mapanoumnég / Sources and references

[1] British Pharmacopoeia 2016 - Simple 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] PN/L/PG/002/00 INDUMENTARIA

AwaBéotpo 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
[3]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

[4] 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
[5] 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
[6] 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
[7]1 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)

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