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Fé€An Bouvmpoaivne 5% w/w
Ibuprofen Gel 5% w/w

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

IBoumpogaivn 509
Ibuprofen
Avudpn YéAN kapBouepolC FTM 95 g

Anhydrous carbomer gel FTM

MpoanaiToVpeva / Prerequisites

Avudpn YéAN kapBopepolG FTM / Anhydrous carbomer gel FTM Avudpn YéAN kapBouepolg FTM / Anhydrous
carbomer gel FTM

MNeprypag@n okevaopatog / Preparation description

Agppatikr YEAN: TEAN LBountpogaivnG 5% w/w. MpdobeTa KPLTAPLA ELPAVIONG DEV TEKUNPLWVOVTAL OTO £EETAOOEY
€101K6 Kelpevo.

Cutaneous gel: Ibuprofen Gel 5% w/w. Additional appearance criteria are not established by the specific text
reviewed.

References: [1]

Apdaon kaiL xpon / Action and use
TOTMKA CUUMTWHATIKA avaKoO@LON HUOOKEAETIKOD TIOVOUL/PAEYHOVAC.

Local symptomatic relief of musculoskeletal pain/inflammation.

References: [1]

Mpobiaypagéc / Specifications

Ievikd dplo FTM 2010: 90-110% tnG SnAwHEVNG SpaoTIkAG, kTG WOIKAC eEalpeanc (PDF geA. 15). Epapudlovtal
KoL oL EAEYXOL TNG QUPUAKOTEXVIKAG HOPONAC.
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FTM 2010 general active-content range: 90-110% of declared amount unless specifically excepted (PDF p.15).
Dosage-form requirements also apply.

References: [1]

®wg / Light

Agv MapéxeTal 6K PWTOOTABEPOTNTA TOL TEALKOD TMPOIOVTOC. H aMaLTOOUEVN QWTOMPOCTAC( TOL 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 0TaBEPAOTNTOC TOL TEALKOU HiyHaTog 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 moooTikd 6pLlo LOPOAVTLKIG 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 okeDaagua. 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

Mo to TeAkd okebaoua N nyr opiCeL:
ZwAnvaplo- 15-25 °C. Bdon oe ateyavd doxelo otn Beppokpacia dwuatiov.

For the finished product the source specifies:
Tube; 15-25 °C. Base in tight container at room temperature.

References: [1]

pH kat cvpBatoéoTnta / pH and compatibility

Agv op(Cetal el8lkd e0poC pH ToL TEALKOD OKELAOUATOC. Agv TpooTiBeTal puOULOTAG pPH XWPI(C TEKUNPLWHEVN
aAAayr TnG obvBeang.

No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.

References: [1]
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AAAec aAAnAemidpaoelg / Other interactions

Agv napéxetal TAAPNS S0k cuuBaTdTNTAC TOU UiyHaTOoG HE MpdobeTa dpaoTIKA 1 dLagopeTikd €kGoya. OL
LTIOKATAOTAOELG AMaLTOOY 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

Tavtomnoinon kat Bdon Coylong:

¢ |Boumpogaivn: 5.0 g.

e Avoubpn YéAN KapBouepolg FTM: 95 g.

OL dnAwpéveg popeEg/moldTnTEG avrjkouy aTnY akpLBr abvbeon tTng MNyNAg.

Identity and weighing basis:

¢ |Ibuprofen: 5.0 g.

e Anhydrous carbomer gel FTM: 95 g.

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

References: [1]

Mpootacia epyalopévwy / Staff protection

Kabapr HOKpLUPAVLIKN EpyaoTnplakn evdupaoia, KEAALYN HAAALWY Kol YAVTLa KaTd Tov XELPLoUS. AAAQYH YOVTLWV
METE and enudAvvon/eBopd.

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

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

ExTipnon kKivdéovovu / Risk assessment

JuyKeKkpLuévn nmaptida avagopdc: 100 g. MpwTto ocvoTaTikd: IBounpogaivn, 5.0 g. EAEyETe aveEdpTnTa TN XNULKA
Hop®r, TIG HOVEDEG Kal KEBE KALHAKWaoN TPy and CoyLan.

EAéyETe opoloyévela, oBwAoug, dlaxwplopd Kat npayuaTiky anddoon npwv and vnodlaipean. H cuokevaoia mpénet
Va EMLTPEMEL OPOLOUOPPN EQAPHOYH XWPIC ELdaywyr VEPOD OTO MEPLEXOUEVO.

KataypdyTe yla TNV Tomkr avéAvon moagdtnta avd mapaokevr, ouxvotnTa £pyaciog, SldpKeLa avoLlKToD
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHOTIKOTNTA TWY HETPWY EAEyX0L. AuTd elval otowxela elcdbouv
NG aloAdynong- 6ev amnodibetal MPooYNUATIKOG TEAKOC BaBUdC KLwbOvou.

H Bdon anattel mapapovr oe KaTAWLEN Kal MEPLEXEL LEYAAN TTOadTNTA E0PAEKTOU dlaAvTn. Xpnatuomnoteitat pévo
€E0OMALONOG KATAAANAOG YLa AMOBAKELON EDPAEKTWY DALKWVY, HE CUUPBATO KAELOTO TEPLEKTN KOL EYKEKPLUEDN
Tomkr dladikacia: olklaKOG KaTawidkTnNG 6ev Bewpeltal KatdAAnAog amnd pévog tou.

Znueio eAéyyou amodéopevons: EAEYETE CLUOOWHATWUATA, KPLOTAAAOLC, TOTILKEG BLOPOPEC LPNG KaLl EAEDBEPO
LYPO HETE TNV OAOKARPWON TNG LUEBBBOL. KaTtaypdyte yewpeTpla avduEng, péyeboc naptidag Kol MPAYHATIKES
Beppokpaoiec: peTa@opd aplBpol oTPoPWY 08 GAAO avauLKTAPA 6ev amodelkviel Looduvauia.

Reference batch: 100 g. First ingredient: Ibuprofen, 5.0 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.

The base requires freezer storage and contains a large amount of flammable solvent. Use equipment suitable for
flammable-material storage, a compatible closed container and an approved local procedure; a household freezer
is not presumed suitable.
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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], [6], [8]

ZuvOnkec mapaokevng / Compounding conditions

Mpw amnd avduEn: Tavtonolnon XNUIKAG HopeA¢ Kal mapTidag kABe cuoTATIKOD, KaTaypaer BEWpPNTIKWY
TMOCOTATWY Kal £AgyX0G KaBapldtnTtag Tov e§omAlopol. Ot Beppokpaaieg kat n oelpd npoadrikng 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], [3]

Texkpnpiwon BUD / BUD rationale

Aldpkela oTnv Nyn: lotoptkr dudpketa: 2 PAvEG: xprion METAE To dvolyua €wg 2 HAVEG, EVTAG OLVOALKAG ARENG.

H dudpketa avth elvat 0dnyla TNG CLYKEKPLUEVNG QappakoTol{ac/mNyAG. ZTov mapdvTa EAeyx0 dev emaAnBedTNKE
MAAPNG TIPWTOYEVAC MEAETN TIOL VO TEKHUNPLWVEL TAVTOXPOVA XNHLKH, QUOLKH Kol UIKPOBLOAOYLKA EMEKTOON TNG
(6lag TeAkAC obvBeonc.

EmAEYHEVOG YEVIKOG KavOvag: €wg 35 NuéEPeG Yo LOATIKA HOPPH HE KATAAANAO GOOTNUA CLVTAPNONG TNV TEALKNA
obvBeon Kat pH. Xpnowuonotjote 20-25 °C, i 2-8 °C pévo étav n nnyr to enmttpénel/anottel Kat N popen
MoPAUEVEL KATAAANAN. Aev enapkel N ovopaaoia evdc ouvtnENTIKoL £4v aLTO €xel apalwbel, adpavoroindel
HeTa@ePBel ae GAAN pdan.

To 6plo BLRALOYPAPLKAC ava@opdc TnG napoloac ékdoong lval n cuvtopdTteEPn HETAED TNG Mapamdvw SldpKeLag
MNYAC Kal Tou yevikol oplov. MNa napdtaon anatte{tal TekunPiwon mov KAADTITEL
OpaCTIKA/EKBOYQ/MEPLEKTIKOTNTA, MEPLEKTN, Beppokpaaia, HEBOBO EVOELKTLKY OTABEPATNTAG KaL, YL LOATIKA
EMEKTAON, TNV AMALTOOMEVN HikpoBLloAoyLkr Tekunpiwon. Epapupootéa enionun USP-NF povoypagia agloAoyeital
XWPLoTd oTo NMAAPEeC Ke{eVS TNG.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and noapackevr + emAeyUévn dldpKela, AREELC MPWTWY
LAWY KoL TUXGY CLVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog HeETA To dvolyua dev mapatelvel To ocLVoALké BUD. H
TEALKA NUEPOUNVI{X CUUMANPWVETAL YL TN CLYKEKPLUEVN TIOPTIBA HETE TOUC EAEYYOULC.

H «&vudpn» kapBopeprig Bdon tng nnyrg xpnotuomnotel atbavoAn 96% kat mpomuAevoyAVKOAN. To 35fQuepo elvat
oLVTNENTLKA €MAOYH Yl TO aAKOOAOUX0 c0OTNMHA, XWPI{C 6AAWGON peTpNUévNg aw f epappoyr 180nuépov.

O yevikdG kavédvag amnoteAel ouvTNPENTIKS dpLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTidac. H katnyopia ovvdéeTal ye TNV TEAKA oOVOEON, TN CLVTAPNON KAl TG EMTPENOUEVEG BEPUOKpaTieC. H
T aw 6gv mpokLTTEL and To MoooaTéd vEPOL N TNV amMWAeLx KaTtd TV EApavon. MNa tekunpiwon xpnoluonotjote
SOP-014 kat F-006- ywa €161krj aw, SOP-017 kat F-012.

Ateukpivion USP: dev anatte{tal pétpnon aw yla kdBe pn otelpa napackevr. H katnyopia pnopel va tekunplwOel
and TNV akpLBr obvBeon Kal KATAAANAQ QVTLMPOCWTEVTIKA Mapadelypata: dtav n obvdeon elvat aBéRatn
oplakr, MPOTIPATOL EL6LIKA HETPNON HE KATAAANAN LUEBOBO. ZTNY napoloa ékGoan Hev umdpyel HeTPNUEVN aw OUTE
anodeapevpuévn moptida. H Sldpkela Tov TEALKOD OKELAOPATOC KaTd kKavdva 6ev vepBaivel To evamouévov BUD
TWY EVOWUATWHEVWY YAANVIKWY BAoswv/evolapéowy. EEaipeon xpetdletal €dikr attioAdynon 6Tl dgv
ennpedletal SUOPEVWG N PLOLKH, XNHULWKA A HIKkpoBLoAoyLkA moldTnTa. Kataypdyte YWPLoTd TEAKS 6pLo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPEOWY KAl TPAYHATIKA nuepounvia ARENG Toug.

Period reported by source: Historical validity: 2 months; in-use limit 2 months, within overall expiry.

This duration is a specific formulary/source instruction. This review did not verify a complete primary study
establishing chemical, physical and microbiological extension for the same finished formulation.

Selected general rule: up to 35 days for an agueous form appropriately preserved in its final composition and pH.
Use 20-25 °C, or 2-8 °C only where permitted/required by the source and compatible with the dosage form. A
preservative name is insufficient if it is diluted, inactivated or partitioned into another phase.

The reference-policy ceiling in this edition is the shorter of the source period above and the general ceiling.
Extension needs matching active/excipients/strength, container, temperature, a stability-indicating method and
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the required microbiological evidence for agqueous extension. An applicable official USP-NF compounded
monograph is assessed separately in its complete text.

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.

The source’s “anhydrous” carbomer base uses ethanol 96% and propylene glycol. The 35-day limit is a
conservative alcoholic-system choice without claiming measured aw or applying 180 days.

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], [4], [5], [7], [9]

MpoanaiToVpeva / Prerequisites

Avudpn YEAN kapBopepolg FTM - akplBEg BondNTIKG LALKS ) evdLApETo TNG MNYAG: amattolvTaL TALTOTNTA,
npodlaypaer, anodeouevuévn napTtida Kat EAeyX0oC TNG OXETLKAC Sladikaaoiag.

Anhydrous carbomer gel FTM - within-record intermediate; exact composition, approved solvent-rated cooling
process and released lot

References: [1]

EEomAlonog / Equipment

Zuyo6¢ KaTtdAANANG eAdxloTng C0ylong, youdi/omepog i opoyevonolnthc, 6oxela avaulEng, ondTouvAeg,
BeppdueTpo TV vIdpxeL B€puavan, dpyava oykopéTpnong yia 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

Bdon 100 g: mpomuAevoyAukOAn 12 g, kapBouepéc 980 3 g, ueTOLOLWHEVN atBavoin 96% v/v q.s. ad 100 g.
AvauiEte mpormuAevoyAukdAn pe 42 g atBavoAng: dlaonelpete kapBopepég TaxEwg, avadebote Ama 10 Aentd.
KaAOyTe, KATOWOETE 2 WPEC, CUUMANPWOTE UE AlBavOAN Kal KATaWOETE KAALVUPEVO GAN TN vOXTA. TN
Bepuokpaoia SwuaTiov evowuaTwoTe 5 g LBounpogaivng o 95 g Bdonc.

Base, 100 g: propylene glycol 12 g, carbomer 980 3 g, denatured ethanol 96% v/v g.s. ad 100 g. Mix glycol with
42 g ethanol; disperse carbomer rapidly, then stir gently 10 minutes. Cover, freeze 2 hours, make up with ethanol
and freeze covered overnight. At room temperature incorporate 5 g ibuprofen into 95 g base.

References: [1]

Napatnpnioclg / Observations

Torkr mpodnéBeon: YUKTLKOG EEOTALOMOC KATAAANAOG Yo E0QAeKTOLC BLaADTEG. H nyr] 6ev kaBopiTel
Beppokpacia katdwugng: oplote TNV TPV vloBeTrioeTe To SOP.

Local prerequisite: cooling equipment rated for flammable solvents. Source does not specify freezer temperature;
define it before SOP adoption.
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References: [1]

MepLékTnNG KalL ovokevaogia / Container and packaging
ZwAnvéplo 6nwg opiCel n dradikaaia.
Tube as specified by the procedure.

References: [1]

MowoTikO6¢ éAeyxoG / Quality control

Ievikd dplo FTM 2010: 90-110% tnG SnAwHEVNG SpacTIkAG, kTG lOWKAC eEalpeanc (PDF geA. 15). Epapudlovtal
KOl oL EAEYXOL TNG QAPUAKOTEXVIKNAG HOPPNAG.

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 emavdAnyn eAéyxwv xpeldleTal
attoAdynon.

FTM 2010 general active-content range: 90-110% of declared amount unless specifically excepted (PDF p.15).
Dosage-form requirements also apply.

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]

®0OAa&n / Storage
ZwAnvdpLo: 15-25 °C. Bdon oe oteyavé doyxelo atn Beppokpacio dwuatiov.
Tube; 15-25 °C. Base in tight container at room temperature.

References: [1]

A1aOeon / Dispensing

AldBeon ue oaer 066 XprAong, MEPLEKTLKOTNTA Kal Nuepopnvia xpriong. H mogétnta avd epapuoyn Kat n
oLXVOTNTA CUUMANPWYOVTOL COUPWVA E 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

Fé€An Boumpogaivng 5% w/w

EEwTeptkn xprion

Nocétnta: _ Noaptiba:

MNapaokevdotnke: _ XpAon éwg:

AgBeviig / 86on / ouyvéTnTOo:

®OAOEN: ZwAnvdplo: 15-25 °C. Bdon o€ ateyavd doxelo otn Bepuokpacia dwuatiov.
©eppokpaoia yla To BUD auTtig Tng naptidag:

Ibuprofen Gel 5% w/w

External use

Quantity: _ Batch: __

Prepared: __ Useby:

Patient / dose / frequency:

Storage: Tube; 15-25 °C. Base in tight container at room temperature.
Temperature for this batch BUD:

References: [1]

Sikalias Greek Formulary | Reference documentation 6



compounding.gr | 10.0 | 2026-10-14

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] Formulaire Thérapeutique Magistral 2010 - M-I-1-a-1

2010 | PDF pp. 959-960 | master formula | 2026-10-14
https://www.fagg-afmps.be/sites/default/files/content/Matieres_premieres/FTM_Pharmaciens_Edition_2010.pdf

[2] 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
[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] 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
[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] 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
[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

Sikalias Greek Formulary | Reference documentation 7



