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YOpoaAKOoOALKO ékboxo 1 EX026
Hydroalcoholic vehicle 1 EX026

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: 50 + 50 mL éykot eLoédov / input volumes

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

ABavioAn 96% 50 mL
Ethanol 96%

KekaBapuévo vepd 50 mL
Purified water

MNeprypag@n okevaopatog / Preparation description
Ala@avég dxpwuo SldAvua.
Transparent colourless solution.

References: [1]

Apdaon kaL xpRon / Action and use
Bdon rj BonBnTiké €k60X0 yla MEPALTEPW TIAPACKELEC. Agv vloBeTe(Tal To (6lo BUD peTd mpocsOriKn dpaoTIKAG.

Base or auxiliary excipient for further compounding. Its BUD is not adopted unchanged after adding an active.

References: [1]

Mpobiaypagéc / Specifications
Ala@avég dxpwuo SldAvua.
Transparent colourless solution.

References: [1]

®wg / Light

Aev mapéxeTal 61K pwTooTABEPOTNTA TOL TEALKOD TIPOldVTOC. H amattolduevn pwTonpootacia Tov MEPLEKTN,
€pboov opiCetal, avagépetal atn POAAEN.

Finished-product photostability is not specified. Any required container light protection is stated under Storage.
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References: [1]

Aépac kal o&eidbwon / Air and oxidation

Agv mopéxetal HEAETN 0EWBWTIKAG oTabepdTNTAG TOL TEALKOU UiypaTog o0TE anaitnan adpavoldg atudoealpag.
Tnpeltal o mepLéKTNG TNG MNYHAG.

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

Agv dlveTal moooTLkd 6pLo LEPOAVTLKIG OTABEPATNTAG TNG OLYKEKPLUEVNG obvBeang. H mogdTnTa Kat moldtnTa
vepPoD Hev peTaBdAAeTal 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 SlveTal apBUNTIKS dPLO OXETLKNAG LYPATI(AC YL TO TEALKO oKeDaTUa. ATo@ebyovTal dLaBpoxr MPWTWY LAWY
KOl HETOPOPA CUUMUKVWHETWY 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

MNa to TeAkd okebaopa n nnyn opiCeL:
KaoTtavéyxpwun eLdAn, kaAd kAelotr, <30°C.

For the finished product the source specifies:
Amber bottle, well closed, <30°C.

References: [1]

pH kai oupBatétnta / pH and compatibility

Agv op{CeTtat €16kd €0pog pH TOL TEALKOD OKELAOTUATOG. Agv TipooT(BeTal pLOULOTAG PH XWPIG TEKUNPLWHEYN
oAAayrf TnG obvBeang.

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

References: [1]

AAAeGg aAAnAembpaoelg / Other interactions
ALOaVOAN: aoLUBATITNTA UE LOXUPA OEELOWTLKA.
Ethanol is incompatible with strong oxidants.

References: [2]

Ewdika otolxeia cvotaTtikwy / Ingredient-specific information

Tavtonoinon kat Bdon Coylong:

e AtBavdéAn 96%: 50 mL.

e KekaBapuévo vepd: 50 mL.

OL dnAwpEveG popeég/moldTnTeG avrikouy otnv akpLBr cbvleon tng mnyrg.
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Identity and weighing basis:

* Ethanol 96%: 50 mL.

e Purified water: 50 mL.

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

References: [1]

MpooTtacia epyalopévwy / Staff protection

KaBapr pakpuudvikn epyaoctnplakr evduvpoaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPS. ANy YOV TLWY
peETA amnd empdAvvon/eBopd.

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

References: [11], [3], [6]

ExTtipnon kivdovov / Risk assessment

ALOaVOAN: e0QAeKTOL aTHO(: amoudKpLYON TMNYWY aAVAPAEENG Kol KATAAANAOG aeplondc. H teAkr Tagvdunon
egapTtdTal and ovykévtpwon/ulyua.

ZuykekpLuévn mopTida avaeopds: 50 + 50 mL dykot eloddov / input volumes. MpwTo ovoTaTikéd: ABavoAin 96%,
50 mL. EAéyETe aveEdpTnTa TN XNUIKA HOPPH, TLG HOVADEC Kal K&BE KALMdKwaon Tipv and Coylon.

Q¢ €vBLApETO, QEPEL ELBLAKPLTN TAVTAOTNTA KAl CLUYKEVTPWON- 6ev SlaTiBeTal WG TEAKS pdpuako. H apalwon
npooBnkn dpactikig anattel véo vroAoylopd ekdOXwv, ouvtripnong kKot BUD. EAEyETe 6TL KGBE eEapTwpevn Bdaon
€xeL anodeopevOEel.

KataypdyTe yia Tnv Tomkr avdAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKeLa avolkTol
XELPLOMOD, MBAVEC 0600¢G €KBEONG KL AMOTEAETUATIKOTNTA TWY HETPWY eAEy)OL. AuTd elval atolyela elgédov
NG aloAdynong: 6ev amnodibetal mMPooYNUATIKOG TEAKOC BaBUdC KLwbOvoU.

MNTNTIKEC BLaADTNG TNG OLYKEKPLHEVNG @OpHOoLAAG: AlBavdin 96% 50 mL. AnopakpOveTe INYEC avad@AEENnC,
neplopiote aTHOOG Kot avolkTh eEATuLon. EAEyETe ovpBatdTnTa e§aeplopnol, NAEKTPLKOD €E0TALOMOD KOl
TMEPLEKTN ME TOV OLYKEKPLHEVO BLAADTN.

Znuelo eAéyyou amnodéopevong: emBeBatwote TeAkd dyko 1 udla otn Beppokpacia avagopdc, dladyela A
nMpoBAenOUeYN dlaomopd Kal CLHEWVIX TEPLEKTN/MWUATOC LE TN ouvTayr. Ma OYKOUETPLKY avaywyr Unv
eElowveTe g gE ML Xwpl(G TeEKuNPLwPEvn ukvOTNTA.

Ethanol: flammable vapour; control ignition sources and provide suitable ventilation. Final classification depends
on concentration/mixture.

Reference batch: 50 + 50 mL dykot €.aédov / input volumes. First ingredient: Ethanol 96%, 50 mL. Independently
check chemical form, units and every scale conversion before weighing.

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.

Volatile solvent in this formula: Ethanol 96% 50 mL. Exclude ignition sources and minimise vapours/open
evaporation. Check ventilation, electrical equipment and container compatibility with the specific solvent.
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: [11], [2], [3], [6], [9], [11]

ZuvOnkec mapaokevng / Compounding conditions

To avtiotolyo PN AEMPS opiCel Beppokpaoia xwpov 25 £ 5°C Kat oxeTikr vypaoia =60%, ekTdC av n 6LKA
@OéppovAa amattel GAAa. Mpdkettal ya neptBdAiov epyaoiag, éxt yia Bepuokpaoia 8€puavong i pOAAENG.
TnpolvTal n oelpd Mpoaodbrkng, n Oeppokpacia Kat ot xpdvol ov avagépovtatl oTn Atadikaoia Mapaokevig. H
€16k povoypapia 5ev amnoteAel MARPN HEAETN KATAAANAGTNTAG TOL TOMKOD XWPOUL/EEOTALGWOO.
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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: [11], [4]

Tekpnpiwon BUD / BUD rationale

Aldpkela otnv nnyr: 6 HAVEG LTIO TIC OLVBRKEC TNG MNYAC.

H dudpketa avth elvat odnyla Tng ouykekpLuévng papuakomnolag/mnyng. Ztov mopdvta £Aeyxo dev emaAnbedTnKe
A PNG MIPWTOYEVAG LEAETN TIOL VA TEKUNPLWVEL TAVTOXPOVA XNHLKH, PUOLKHA KAl ULKPOBLOAOYLKH EMEKTACN TNG
(dlag TeAkig obvBeong.

EMAEYEVOG YEVIKOG KOVOVAC: €WC 35 NUEPEC YL LOATIKA HOPPH HE KATAAANAO COOTNUA CLVTHPNONG OTNY TEALKN
obvBeon Kat pH. Xpnotuonowjote 20-25 °C, 1§ 2-8 °C pévo dtav n nnyrn to emtpénel/anattel Kol n popen
MUPAPEVEL KATAAANAN. Agv entapkel N ovopaoia evég ouvTnNPENTIKOL €AV LTS €xel apalwOel, adpavomrolndel
HETOQEPOEL oE AAAN Qdon.

To épLo BLBALOYPaPLKAG ava@opdc Tng napoloag €kdoong elval n ouvtopdtepn HETAED TNG MapaATAVW BLAPKELAG
mNYAG Kal Tou YeVLIKOL oplov. MNa napdtaon anatte{tal TekunEiwaon mov KaAOTTEL
SpaoTIKA/EKDOXO/MEPLEKTIKATNTA, MEPLEKTN, Oepuokpaaia, HEB0B0 eVOELKTIKY 0TABEPSTNTAC KAL, Yla LOATLKNA
EMEKTAON, TNV AMOLTOOPEVN UikpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia agloAoyeital
XWPLOTA 010 MAAPEG KE(PHEVS TNG.

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

O yevikdG kavédvag amnoteAel ouvTNPENTLIKO dPLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAK 6OVOEON, TN OLVTAPNON KOl TLG EMTPENOUEVEG BEpoKpaaiec. H
T aw 6gv MPoKOTTEL and To MocoaTS vEPOL 1 TNV anWAsLa Katd tnv EApavan. MNa tekunpiwon xpnoluonotioTe
SOP-014 kot F-006- yia €16ikry aw, SOP-017 kot F-012.

H USP 6ev anattel pétpnon aw og kdBe un otelpo napackedaopa. H tekunplwuévn tagwéunon tng
OLYKEKPLPEVNG a0vBeang umopel va xpnotpomnole{tal wg 06nydc: kataypdeeTal pntd we ekTiunon Kat éxL we
pétpnon. Auei{BoAn 1 oplakr Tagwéunon anattel €16Lkd TEKUAPLO A KATAAANAN HéTPNon. H nuepounvia TeALKOO
okevdopatog dev vepPaivel Tn dlaBéoun nuepopnvia TwWv N MAPACKELAOUEVWY CLOTATIKWY/BACEWY, EKTOC av
€xeL voBeTnOel emapkAC 16K TeEKUNPlwon yla TNV akpLBr TeAK obvBeaon.

Period reported by source: 6 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 35 days for an aqueous 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
the required microbiological evidence for aqueous 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.
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References: [1], [7], [8], [10], [12]

MpoanaiToVpeva / Prerequisites

Agv anatteltol xwploth B&on pe Kwdkd pNTpwov. Tuxdv eunoptkd dxnua MapapéveL To akPLBEG KATOVOUACOHEVO
npotév tou nivaka.

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

References: [1]

E€omAlonog / Equipment

Zuyo6¢ KaTtdAANANG eAdxLotng C0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avdulEng, ondTovAeg,
BepudueTpo dtav vndpyxel O€puavan, 6pyava oyKoHETPNONG yla MooOTNTEG 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£0o60o¢ mapaokevnc / Compounding method

Avaui€Ete Toug 600 dykoug L06d0L Kal avadeboTte HEXPL OpoloYEVELR. Agv TIpoaTiBeTaLl avBaipeTa vepd PEXPL
TeEAKS dyko 100 mL.

Mix the two input volumes and stir until homogeneous. Do not arbitrarily add water to a 100 mL final volume.

References: [11], [4]

Mapatnpnioelg / Observations

H teAkr} moodétnta ival n Bdon tou mivaka cbvBeong. Kataypdeovtal mpayuaTikh andédoaon, Tuxdv anmwAELEG 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 ovokevaoia / Container and packaging
KaoTtavéyxpwun eLdAn, kaAd kAelotr, <30°C.

Amber bottle, well closed, <30°C.

References: [1]

MowoTikO6¢ éAeyxocg / Quality control

Ala@avég dxpwHo SLdAvpua.

JupnAnpwpaTikol €Agyxol Tou PN mou nopanéunst n nnyr:

Epgedvion kat pdo/éykog. Mo oelpéc mopTidwy: Xpwua, dladyela/onaAloudc, oxeTkr mukvdTnTa, pH Kal
MLKpoBLoAOYLKOC éAeyxoc RFE 5.1.4.

pH katd PN/CP/001: Katd kavéva pétpnon oto delypa xwplc mpoenegepyaoia, ekToG €WOLKAG 0dnylag. MNa akppn
pétpnon e@apudleTal MOTEVOLOMETPLKY HéB0BOC RFE 2.2.3- ol Tawvieg neplopiCovtal oe eAéyxoug Tov dev
amnattolv vynAn akpiBetla.

H néBobog, To 6pLo amodoyxrc, N MPAYHATIKA TIUA KAl 0 EAEYKTAC KaTtaypdeovTal xwplotd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavdAnyn eAéyxwv xpeldletal
attioAdynon.

Transparent colourless solution.
Additional tests from the referenced SOP:
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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], [4], [5], [11]

®0Aain / Storage
KaoTtavoxpwun @LaAn, kaAd kAswotr, <30°C.
Amber bottle, well closed, <30°C.

References: [1]

AwaOeon / Dispensing

Evbldueon Bdon ywa epyactnplakn xprion. H evowpdtwon dpaoctikic anattel véo éAeyyxo obvBeong, pH,
ouvtripnong kat BUD Ttou teAlkoD mpoiévTod.

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

References: [1]

EmioApavon / Labelling

Y6poaAKooALkS €kboxo 1 EX026

Epyaotnplakri Baon - 6xt dueon xopriynon
Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AobBevrig / 66an / ouxvéTnTa:

®OAaEN: KaoTavoxpwiun @LdAn, kaAd kAgwotr, <30°C.
©epuokpaoia yia to BUD autAg tng naptidag:

Hydroalcoholic vehicle 1 EX026

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

Prepared: __ Useby:

Patient / dose / frequency:

Storage: Amber bottle, well closed, <30°C.
Temperature for this batch BUD:

References: [1]

v9 controls / v9 _controls

To apBunTikd 6plo oto apxeio elvat pévo 6pLo BLRALOYPAPLKAC ava@opdc Lo TIC £6LIKEC poDMoBEoeLg. Agv €xEL
oplotel BUD mpayuaTtikig maptidag kat 6ev £xouvv mapayOel petprioelg aw. H akplBric obvBeon, ta
TIPOATALTOVHEVA, O MEPLEKTNG, N GOAAEN Kal Ta agTolyela EAEYXOUL TIPETMEL VO EYKPLOOUY YLa TN CLUYKEKPLUEVN
epappoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAEyYO BLApKELAG HETA TO Avolypa. Ta dpla USP elval Texviké mAaiolo Kat 6ev
nopovaldfovtatl WG EAANVLKN vouoBeaoia.

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
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framework and are not presented as Greek legislation.
AVEEAPTNTN EAANVIKA Kot ayYALKH anédoon/opydvwan oTolxelwy TNG ava@epOuevng mNyg. Aev anoTteAel enionun peTd@paon r £yKpLon Tou
€KOOTN.

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

Mnyéc kaiL mapanopunég / Sources and references

[1] FN/2003/EX/026 SOLUCION HIDROALCOHOLICA 1

FN/2003  nAekTpovikd kel{pevo pe NIPO 2020/2022 / electronic text with NIPO 2020/2022 | PDF pp. 2 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_026.pdf

[2] CDC/NIOSH - Pocket Guide to Chemical Hazards: Ethyl alcohol

AwaBéotpo keipevo / Retrieved text | Official reference | raw material or occupational | 2026-09-10
https://www.cdc.gov/niosh/npg/npgd0262.html

[3]1 PN/L/PG/002/00 INDUMENTARIA

AwoBéotpo 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_l_pg_002_00.pdf
[4] PN/L/FF/007/00 ELABORACION DE SOLUCIONES

AwoBéotpo keipevo / 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

[5]1 PN/L/CP/001/00 DETERMINACION DE PH

Awabéopo kelpevo / 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_I_cp_001_
00.pdf

[6]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

[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] 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
[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 (official, updated 1 November 2023)

Updated 1 November 2023; retrieved 14 October 2026 | Q52, Q61-64; use with the applicable full chapter | Water-activity classification,
component dating and BUD documentation; general professional framework, not a Greek legal adoption or formula-specific study |
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



