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Kapg@opoyxo éAaio 10% PO00O1
Camphorated oil 10% PO001

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

Pakeukr Kapgopd 1049
Racemic camphor

MapBévo eAatdrado 90g
Virgin olive oil

MNeprypag@n okevaopatog / Preparation description
Kitpwwnd nuidtagavécg vypd.
Yellowish translucent liquid.

References: [1]

Apdaon kaL xpRon / Action and use
JOUMTWHATLIKA avaKoOELON HUOAYLWV/APOPAAYLWY KATA TNV TNYA.
Symptomatic relief of myalgia/arthralgia according to the source.

References: [1]

Mpobiaypagéc / Specifications
Kitpwwnd nuidlagavécg vypd.
Yellowish translucent liquid.

References: [1]

®wg / Light
MapBévo eAatdAado: npootaacia and ewc.

Protect virgin olive oil from light.
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References: [2]

Aépac kal o&eidbwon / Air and oxidation

Kapgopd: mtnTkA mpwtn OAN: KaAd kKAeLotd Soxelo.
NopBévo eAatdAado: ofeldwveTal: n mPWTN DAN QUAGCTETOL OE TTARPN, KAAQ KAELOTO MEPLEKTN.

Camphor is volatile; keep the raw material well closed.
Virgin olive oil is oxidisable; store the raw material in a full, well-closed container.

References: [2], [3]

Nepo kat SuaAvtotnTa / Water and solubility
Kaugopd: Alyo SlaAvtr ge vepd, eLBLAALTN Og Atmapd éAala Kot OAD Alyo dLaAuTH o€ YAUKEPOAN.
Camphor: slightly soluble in water, readily soluble in fixed oils and very slightly soluble in glycerol.

References: [3]

Yypaoia / Humidity

Agv SlveTal apBUNTIKS dpLo OXETLKIAG LYPAT(AC YL TO TEALKO okeDaTUA. 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

la to TeAkd okebaopa n nnyn opiCelL:

FudAwn @eLadAn, kaAd kAewotr, <25°C.

Kapgpopd: neplopiote pun avaykaia 8€puavon Adyw mtnTIKOTNTAG.

NopBévo eAatdAado we mpwtn VAN: =25°C. To éplo amnobrikevong 6ev AAAATEL TG BEPULIKEC TUVBAKEG TIAPAOKEVHAG
NG €WOLKAG GOPHOLAQG.

For the finished product the source specifies:

Glass bottle, well closed, <25°C.

Limit unnecessary camphor heating because of volatility.

Virgin olive oil raw material: =25°C. This storage limit does not change the specific formula’s processing
temperatures.

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

pH kai ouppatotnTa / pH and compatibility

Agv op{CeTtat €8kd €0pog pH TOL TEALKOV OKELAOTUATOG. Agv TipooT{BeTal pLOULOTAG PH XWPIG TEKUNPLWHEYVN
aAAayr TnG obvBeang.

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

References: [1]

AAAec aAAnAemidpaoelg / Other interactions

Agv napéxetal TAAPNS SoKLU cuuBaTdTNTAC TOU UiyHaToG 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]
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Ewdika otolxeia cvotaTtikwy / Ingredient-specific information

Pakeutkr Kappopd: Ak KPLOTAAALKY, €00pUTITN Katl MTNTIKA OAN. Z€ aAOLPEG SlaAbeTal MPWTA 0To €AaLo A g€
MLKPO HépoC TNG BAoNg, og xaunAr Bepuokpaaoia.

Racemic camphor: white, crystalline, friable and volatile material. For ocintments, first dissolve in the oil or a small
portion of base at low temperature.

References: [3]

Mpootacia epyalopévwy / Staff protection

KaBapr HOKpLUPAVLIKN EpyaoTnplakn evdupaoia, KEAALYN HAAALWY Kol YAVTLa KaTd Tov XELPLoUd. AAAQYH YOVTLWV
HETE and enudAvvon/eBopd.

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

References: [11], [4], [7]

ExTipnon kKivdéovovu / Risk assessment

JuyKeKpLUévn mapTida avagopdc: 100 g. MpwTo ovoTaTKG: Pakeuk Kaupopd, 10 g. EAéyEte aveEdpTnTa TN
XNHLKA HopOn, TIG HOVABEG Kat KEBe KALMdKkwon mpv amnd ¢oyLon.

EAEYETE 6TL N XNUKA Hopor kat N B&on cuykévtpwong m/m, m/V 1§ V/V cupewvoly pe Tov Tiivaka. Mnv e§lowveTe
g Kat mL xwplg Tekunplwpévn mukvdTnTa. EAEYETE SLOYELO/KPLOTAAAWON KAl TNV akPLBr) 066 eQapuoyrG.
KataypdyTte yla TNV TOomkr avdAvon moagdtnta avd napaokevr, ouxvotnTa £pyaciag, SldpKeLa avoLlKToD
XELPLOPOD, TIBaVEC 0600¢ €KOEONC KL ATIOTEAECHOTIKOTNTA TWY HETPWY EAEyX0L. AuTd elval otowxela etlcébouv
NG aloAdynong- 6ev amnodibetal MPooXNUATIKOG TEAKOC BaBUdC KlwbOvou.

Znuelo eAéyyxou amnodéapevong: emPeBatote TeAKS dyko rj padla otn Bepuokpaocia avagopds, dadyela A
nmpoBAenOuEYN dlaomopd Kal CLHEWVIR TIEPLEKTN/MWUATOC UE TN ouvTayr. Mo OYKOPETPLKY avaywyr KNy
€ELOWVETE g JE ML XwpI(g TEKUNPLWUEVN TTUKVOTNTA.

Reference batch: 100 g. First ingredient: Racemic camphor, 10 g. Independently check chemical form, units and
every scale conversion before weighing.

Verify chemical form and the w/w, w/v or v/v concentration basis against the formula. Do not equate g and mL
without supported density. Check clarity/crystallisation and exact application route.

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: confirm final volume or mass at the reference temperature, intended clarity or dispersion,
and specified container/closure. Do not equate grams and millilitres without a justified density.

References: [1], [101], [12]

ZuvOnkec mapaockevnG / Compounding conditions

To avtiotolyo PN AEMPS op(Cel Beppokpaoia xwpou 25 + 5°C kat oxeTikr vypaoia =60%, ekTtdC av n LO6LKA
@épuovAa anattel dAAa. Mpdkettal yia mepBaAAov epyaoiag, Oyt yia Beppokpaocia B€ppavong f eUAAENG.
Tnpolvtal n oelpd mpoadrikng, n Beppokpaacia kat ol xpdvol mov avagépovtat otn Atadikaoia Mapaokevig. H
€Ok povoypaia 6ev amoTeAel MARPN MEAETN KATAAANASTNTOG TOL TOMLKOD XWPOUL/EEOTIALOMOD.

The corresponding AEMPS SOP specifies room temperature 25 = 5°C and relative humidity =60%, unless the
particular formula requires otherwise. This is the work environment, not processing or storage temperature.
Follow the addition sequence, temperatures and times stated under Preparation Procedure. The specific
monograph is not a complete qualification of the local facility/equipment.

References: [1], [5]
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Tekpunpiwon BUD / BUD rationale

Aldpkela otnv mnyr: 3 pAveg und TG oLVBRKEG TNG MNYHG.

H dudpketa avth elvat 0dnyla TNG CUYKEKPLUEVNG QappaKkoTol{ac/mNYAG. ZTov mMapdvTa EAeyx0o dev emaAnBedTNKE
A PNG MIPWTOYEVAG LEAETN TTOL VA TEKUNPLWVEL TALTAOXPOVA XNHLKH, PUOLKE KOl UIKPOBLOAOYLKH EMEKTACN TNG
(6lac TeAkAC obvBeonc.

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

To éplo BLBALOYPAPLKAG ava@opdc Tng napoldoac ékdoong elval n ouvtopdTtePn HETAED TNG MapPATAVW BLAPKELAG
nmnNyAg Katl Tov YeVkoL opiov. MNa napdtaon anatte{tal TeKunEiwan mov KaAOTTEL
dpaoTIKA/EKDOXQ/MEPLEKTIKOTNTA, TIEPLEKTN, Oeppokpacia, LEBODO evdelKTIK 0TABEPOTNTAG KaL, Yia LOATLKNA
EMEKTAON, TNV AMALTOOPEVN UikpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia agloAoyeital
XWPLoT& 0TO MAAPEG Ke{peVS TNG.

Huepounvia xpriong = n evwpitepn emtpenth nuepounvia and noapackevr + emAeyUévn dldpkela, AREELC MPWTWY
LAV KoL TUXOY CLVTOUSTEPO TEKUNPLWHEVO OpLo. O Xpdvog PETA TO dvolypa 6ev napaTteivel To cuvoAlkd BUD. H
TEALKH NUEPOUNVIX CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP TIOA HETA TOLC EAEYXOULG.

0O yevIKOG Kavovag anoTeAel ouvtnpeNTikd OpLlo emMAOYAC Kol OxL MELpapaTIK anddelEn otabepdTnNTAC TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAKH gOvBeon, TN CLVTAPNON KOl TLG EMTPENOUEVECG BEpoKpaaiec. H
T aw dgv mMPoKOMTEL And TO MOCOATO VEPOL H TNV AMWAELX KATA TNV §Apavon. MNa tekunpiwon xpnotlonotiote
SOP-014 kot F-006- yia €16ikrj aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw o€ kdBe un otelpo napackedaoua. H tekunplwuévn tagvéunon tng
OLYKEKPLUEVNG o0vBeanC umopel va XpnoLlomolelTal wg 0dnydc: KataypdeeTal pnTtd we ekTiunon Kat éxt we
pétpnon. Apei{BoAn f oplakr Ta&vounon amnattel l6iké tekuriplo  KATAAANAN wétpnon. H nuepounvia teAtkol
okevdopaTog dev vepPaivel Tn dlaBéoun nuepopnvia TWv NN MAPATKEVAOUEVWY CUOTATIKWY/BAOEWY, EKTOC av
€xeL voBeTNBel emapkrg €Ok TekUNP{won yla TNV akpLBr] TeAk oOvBeon.

Alb6pbwon aplBunTtikod oplov PNTPWOUL: €wC 89 NUEPEC WG auvTNENTIKS 6pLo avagopdc, TPy and Tuxov
ouvvTouOTEPEC AfEELG/NUEPOUNViec Bdoewy. MNa TN peTaTpomn TNG napoloag €kdoong xpnotuomnotobvtal 28
NUEPEC avd 1 nuepoAoylakd priva kat 89 nUéPEC avd 3 nUePOAOYLOKODC UAVEC: oL EBBoPAdEC HeTaTpénovTal o 7
NUEPEC. OL MPWTAOTUTIEG HOVADEG TNG TINYAC SlatnpolvTal. MPOKELTAL YA CUVTAKTLKA TMOALTLKH HETATPOTHAG, O)L
yla véo amoTéAeopa otabepdTnNTOC | ALTOMATN anodéauevan.

Period reported by source: 3 months under the source conditions.

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 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.

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
the required microbiological evidence for agueous 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.

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 does not require water-activity measurement for every nonsterile preparation. A justified classification of the
actual formulation may guide dating; record it explicitly as inferred, not measured. Uncertain or borderline
classification requires specific evidence or a suitable measurement. Finished-product dating does not outlast the
available dating of previously compounded components/bases unless adequate specific evidence for the exact
finished preparation has been formally adopted.

Register correction: at most 89 days as a conservative reference cap before any shorter expiry/component date.
This edition converts one calendar month to 28 days and three calendar months to 89 days; weeks are converted
to seven days. Original source units are retained. This is an editorial conversion policy, not a new stability result or
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automatic release.

References: [1], [8], [9], [11], [13]

Mpoamaitovpeva / Prerequisites

Aev anatte(tal xwploth Bdon pe KwdKS uNTPWoL. Tuxdy EUMOPLKS OYNUO TTUPAUEVEL 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

Zuyo6¢ KaTdAANANG eAdxLoTng 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

ALOADOTE TNV KAp@opd aTo apbEvo eAatdAado pe Ama BE€ppavon kat avddsvuon. H nnyn 6ev 6{vel aplBunTkA
Bepuokpaoia.

Dissolve camphor in virgin olive oil with gentle heating and stirring. The source gives no numerical temperature.

References: [1], [5]

MNapatnpnioelg / Observations

H teAkr noodtnta elval n Bdon tou nivaka gdvBeonc. 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]

MepLékTnG KalL cvokevaoia / Container and packaging
FudAwvn eLaAn, kaAd kAgwotr, <25°C.
Glass bottle, well closed, <25°C.

References: [1]

MoloTikog éAeyxoc / Quality control

Kitpwwnd nuidlagavéc vypd.

JuunAnpwiaTikol éAgyyotl Tou PN mou napamnéunet n nnyn:

Epedvion kat pdZo/déykog. MNa oelpéc naptidbwv: ypwua, dtadyela/onaAloudc, oXeTIKA MUKVOTNTA, pH Kat
MIKpoBloAoyikéc éAeyyxoc RFE 5.1.4.

pH katd PN/CP/001: katd kavéva pétpnon ato delypa xwpic nposnegepyaoia, ektdg €dkAG 0dnylag. MNa akplpr
HéTpnon epapudleTal MOTEVOLOUETPLKA HEB0BOC RFE 2.2.3- oL Tawvieg neplopiovtal oe eAEYXOLC TIOL HEV
anattoby vynAn akpiBeLa.

H néBobog, To 6pLo amodoynic, N MPAYHATIKA TIUN Kal 0 EAEYKTAC KaTtaypdeovTal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n enavaAnyn eAéyxwv xpeltdeTal
attoAdynon.
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Yellowish translucent liquid.

Additional tests from the referenced SOP:

Appearance and mass/volume. For batches: colour, clarity/opalescence, relative density, pH and microbiological
testing RFE 5.1.4.

pH under PN/CP/001: normally test the untreated sample unless otherwise specified. Accurate measurement
follows potentiometric RFE 2.2.3; strips are limited to checks not requiring high accuracy.

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], [5], [6], [12]

®0Aain / Storage
FudALVN PLAAN, KaAd KAELoTH, <25°C.
Glass bottle, well closed, <25°C.

References: [1]

Awa0eon / Dispensing

Mévo depuaTikr xprion. Oxt KATW TWv 2 £TWY, o€ POTN/BAEVVOYSVOLG/TPaLUATIONEVO BEépua. KaTtd BnAaoud,
ano@lyete onuela and énov unopel va elomvedoel atuoOG To BPEQoc.

Cutaneous use only. Not under 2 years or on the nose/mucosa/damaged skin. During breastfeeding, avoid sites
from which the infant may inhale vapours.

References: [1]

Enmionpavon / Labelling

KapgopoLyo éAato 10% PO001

EEwTeptkry xprion

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AobBevric / 6éan / ouyvéTnTa:

®OAaEN: TudAwN ELAAN, KaAd kKAeloTr, <25°C.
©epuokpaoia yia To BUD autAg TtnG naptidag:

Camphorated oil 10% PO001

External use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: Glass bottle, well closed, <25°C.
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]1 FN/2003/PO/001 ACEITE ALCANFORADO

FN/2003 ¢ nAekTpovikd kel{pevo pe NIPO 2020/2022 / electronic text with NIPO 2020/2022 | PDF pp. 2-3 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_001.pdf

[2] FN/2003/PA/027 OLIVA, ACEITE VIRGEN DE

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_027.pdf

[3] FN/2003/PA/002 ALCANFOR RACEMICO

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_002.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] PN/L/FF/007/00 ELABORACION DE SOLUCIONES

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-6 | preparation sop | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuti
cas/pn_|_ff 007_00.pdf

[6] PN/L/CP/001/00 DETERMINACION DE PH
AwoB€oipo keipevo / Retrieved text | PDF pp. 1-5 | gc method | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_|_cp_001_
00.pdf

[71 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

[8] 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
[9] 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
[10] 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
[11] 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
[12] 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
[13] USP - General Chapter <795> FAQs (official, updated 1 November 2023)
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