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AAKOOALKO S1aAvpa twdiov 1% Ph. Fr.

lodine alcoholic solution 1% Ph. Fr.

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

W60 19
lodine
lwdlovxo kdALo 0649

Potassium iodide

AlBOavoAn 96% v/v 54.7 g
Ethanol 96% v/v

KekaBapuévo 06w g.s.ad 100 g
Purified water

Meplypa@n okevaopatog / Preparation description
Alowyég okoOpo kaaTavo vypd, oour] atBavoAng/wwbdiov.
Clear dark-brown liquid with ethanol/iodine odour.

References: [1]

Apaon kai xpAon / Action and use
AepUaTiKS avTIONMTIKO/ATOAVUOVTIKOS.

Cutaneous antiseptic/disinfectant.

References: [1]

Mpodiaypagic / Specifications
I: 0.95-1.05% m/m; Kl: 0.57-0.63% m/m; d: 0.917-0.928

1: 0.95-1.05% w/w; Kl: 0.57-0.63% w/w; d: 0.917-0.928

References: [1]

Sikalias Greek Formulary | Reference documentation 1



compounding.gr | 10.0 | 2026-10-14

®wg / Light

Mo to TeAkd okevaopa n nyr opiCeL:
AgpooTeyriG YUAALWOG MEPLEKTNG, TipooTa(a amd PuWG.
Kl: mpootaoia mpwtng OANG and PWC.

For the finished product the source specifies:
Airtight glass container, protected from light.
Protect potassium iodide raw material from light.

References: [1], [2]

Aépac kKal o€eidbwon / Air and oxidation
To wdlo elvatl mtnTikd o Bepuokpaaia meptBadAiovToc.
lodine is volatile at ambient temperature.

References: [3]

Nepo kat diaAvtéTnTa / Water and solubility

To wWdlo dlaAbetal eAdxloTa oto vePd- To Kl avgdvel Tn dlaAvtdTNTA.
lwdLo0X0 K&ALo: MOAD €VBLAALTO O€ VEPS KAl ELBLEALTO GE YAUKEPSOAN- Asttoupyel wg dlaAvTtonolnTtig wdiov.

lodine is poorly soluble in water; Kl increases solubility.
Potassium iodide is very soluble in water and freely soluble in glycerol; it solubilises iodine.

References: [2], [3]

Yypaoia / Humidity

Agv dlveTal apBUnTIkS 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 BepUOKpPATLaKr andKALoN 1] KOKAOC KaTaWuEnc/andyuEnc. OL Bepuokpaciec
MaPAOoKELHG 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 cvpBatoéoTnta / pH and compatibility

Agv op(Cetal el81kd 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]

AAAec aAAnAenibpaoclg / Other interactions

Kl: aovpBatdtnTeC pe 0E€a, HETAAALKA dAaTa, AAKQAOELOH, XAWPAEAN Kot YAwpPLKd KAALO.
ALOaVOAN: aouUBATOTNTA UE LOXUPE OEELOWTLKA.
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Kl: incompatibilities with acids, metal salts, alkaloids, chloral hydrate and potassium chlorate.
Ethanol is incompatible with strong oxidants.

References: [2], [4]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

Tavtomnoinon kat Bdon Coylong:

¢ l6o: 1 g.

¢ lwblol)o K&ALo: 0.6 g.

¢ AlBavdéAn 96% v/v: 54.7 g.

OL dnAwpéveg popeég/moldTnTeG avrikouvy otny akpBry cbveean tng mnyric.

Identity and weighing basis:

e lodine: 1 g.

¢ Potassium iodide: 0.6 g.

e Ethanol 96% v/v: 54.7 g.

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

References: [1]

MpooTtacia epyalopévwy / Staff protection

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

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

References: [1], [5], [6]

ExTtipnon kivdovov / Risk assessment

ALOaVOAN: e0QAeKTOL aTHO(: amopudKpLYON MNYWY aAVAQAEENG Kol KATAAANAOG aeplondc. H teAkr Tagvdunon
egapTtdTal and ovykévtpwon/ulyua.

ZuykekpLuévn mapTida avagopdc: 100 g. MpwTto ovatatikd: 1WdLo, 1 g. EAEyETe aveEdpTnTa TN XNHIKA HOPEH, TLC
Hovadec Kal KABe KALUdKkwaon Tpy and Coylon.

EAEYETE 6TL N XNULKA Hoper Kat N B&on cuykévtpwong m/m, m/V rj V/V cupewvolv pe Tov miivaka. Mnv e§LlowveTe
g kat mL xwplc Tekpunplwpévn nukvdtnTa. EAEYETE BLadyEL0/KPLOTAAAWON KAl TNV akPLPBr) 066 eQapuoyriG.
Kataypdyte yia tnv Tomkr avédAvon noagdtnta avd napaokevr, ouxvotnta epyaciog, didpKela avolkTol
XELPLOUOD, TBAVEG 0600G €KBEONG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYXOL. AuTd elval atolxela elgédouv
NG agloAdynaong: 6ev amodibeTal MPOoYNUATIKOC TEALKOG BaOUSC KlvdOvou.

MTNTKdG SLAAVTNG TNG OLYKEKPLUEVNG GOPUOVAQG: AlBavOAn 96% v/v 54.7 g. AMOPMOKPOVETE TNYEG AVAPAEENG,
neplop(oTE ATHOUG Kot avolkTh eEdTULoN. EAEYETe ovpBaTtdTNTA EEQEPLONOD, NAEKTPLKOD EEOTIALOMOD Kot
TEPLEKTN HE TOV OLYKEKPLUEVO BLAADTN.

Znuelo eAéyyou amnodéopevong: emBeBatwote TeAkd dyko 1 udla otn Beppokpacia avagopdc, diadyela A
npoBAenOueVN dlaoopd Kal CLHEWVIA TIEPLEKTN/MWUATOC HE TN ouvTayh. Ma OYKOUETPLKY avaywyr KNy
€ELOWVETE g Me ML YWPI(¢ TEKUNPLWUEVN TTIUKVOTNTA.

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

Reference batch: 100 g. First ingredient: lodine, 1 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.

Volatile solvent in this formula: Ethanol 96% v/v 54.7 g. Exclude ignition sources and minimise vapours/open
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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], [4], [5], [6], [11], [13]

Zuvonkec mapaockevnG / Compounding conditions

Mpw amnd avduEn: tavtonolnon XNUIKAG HopeAG Kal apTtidag kABe cuoTaTLKOD, KaTaypaer BEWPNTIKWY
TOCOTATWY Kal éAeyX0C KabapldtnTtag ToL eEonAlopol. OL BepUoKpaoleg Kal N oelpd MPoaBikNG lval avTég TNG
napakdTw 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{oTnke €8LKA MELPAPATIKA SLEPKELX IOV Vo KAAOTITEL OAGKANPN TNV akpLBA glvBeaon, Tov MEPLEKTN Kal
TN HLKPORLOAOYLKH KaTaAANASTNTA.

Z0oTnUa dlaAdTn: aBavéAn 96% V/V 54,7 g kat vepd €wc 100 g. EmAEyeTOL oLYTNPENTLKA KaTnyopia LEATIKOD
OAKOOAOUYOL CLOTAUATOC ME AVTLUIKPORLaKY cuvelo@opd Touv dlaAlTn, xwplic iekdiknon aw <0,6 r§ peyaAldTEPOL
pn véaTkoL oplov. H KATAAANAGTNTA TNG CLVTAPNONG OTO AKPLRBEC TEALKO Uiyda apapével mpodndOean. Agv
HETOQEPETAL O XpdvoC oE apaiwan.

EMAEYEVOG YEVIKOG KOVOVAC: €WC 35 NUEPEC YL LBATIKA HOPPH HE KATAAANAO 0OOTNUA CLUVTHPNONG OTNY TEALKA
obvBeon Kat pH. Xpnaowonotjote 20-25 °C, i 2-8 °C pévo étav n nnyr to enmtTpénel/anottel Kat N popen
MoPAUEVEL KATAAANAN. Aev enapke( N ovopaoia evdc ouvtTnENTIKOL £4v aLTO €xel apalwbel, adpavorotnOel
peTaepBel o GAAN @don.

Huepounvia xpriong = n evwpitepn emtpenth NUepounvia and napaokevr + emAeyUévn dldpkela, AREELC TPWTWY
LAWY KaLl TUYXEY CLUVTOUOTEPO TEKUNPLWHEVO 6pLo. O xpdvog HeTA To dvolypa dev mapate{vel To ouvoAkd BUD. H
TEAKH NUEPOUNVI{O CUPTANPWVETAL YLO TN OLYKEKPLUEVN TapT{BA PETA TOUG EAEYXOUG.

O yevikdG kavédvag amnoteAel ouvTNPENTLIKS dpLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTidac. H katnyopia ovvdéeTal Ye TNV TEAKA oOVOEON, TN GLVTAPNON KAl TG EMTPENOUEVEG BEPUOKpATieC. H
T aw 6gv mMpokLTTEL and To MoooaTéd vEPOL N TNV amMWAeLa KaTtd TNV EApavon. MNa tekunpiwon xpnoluonotiote
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 katnyopla pnopel va tekunplwOel
and TNV akpLBr obvBeon Kal KATAAANAQ QVTLMPOCWTEVTIKA Mapadelypata: dtav n obvdeon elvat aféRain
oplakr, MPOTIPATOL EL6LKA HETPNON HE KATAAANAN LEBOBO. ZTNY napoloa ékGoan Hev umdpyel HeTPNUEVN aw OUTE
anodeapevpuévn moptida. H Sldpkela Tov TEALKOD OKELAOPATOC KaTtd kKavdva 6ev vepBaivel To evanouévov BUD
TWY EVOWUATWHEVWY YAANVIKWY BAoswv/evolapéowy. EEaipeon xpetdletal €dikr attioAdynon 6TL dgv
ennpedletal SUOPEVWG N PLOLKH, XNHULWKHA A HIKpoBLoAoyLkA moldTnTa. Kataypdyte YWPLoTd TeEAKS 6pLo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPEOWY Kal TPAYHATIKA nuepounvia ARENG TOLG.

No specific experimental period was located covering the complete exact formulation, container and
microbiological suitability.

Solvent system: 54.7 g ethanol 96% v/v and water to 100 g. Conservatively select the aqueous alcoholic category
with antimicrobial contribution from the solvent, without claiming aw <0.6 or a longer nonaqueous allowance.
Appropriate preservation of the exact final mixture remains a prerequisite. Do not transfer the period to a dilution.
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.

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.
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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], [8], [9], [10], [12], [14]

Mpoamaitovpeva / Prerequisites

Aev anatteltal xwploth Bdon pe KwdKS uNTPWOoL. Tuxdy EUMOPLKS OYNUA TTHPAUEVEL 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

Zuyo6G KaTdAANANG eAdxLoTngG 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
AtaAboTe Kl kat 1wdlo o 5 mL 06at0og. Mpoabéate atBavdAn Kol CUUMANPWOTE T HAda.
Dissolve Kl and iodine in 5 mL water. Add ethanol and adjust mass.

References: [1]

Napatnpnoelg / Observations

H teAwkn noodtnta eivatl n Bdon touv nivaka abvBeong. Kataypdgovtal mpaypatiky anddoon, TuXOv amWAELEG 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]

MNeplékTNG KaL ovokevaoia / Container and packaging
AgpoaTeyAC YUAALVOG EPLEKTNG, ipooTaaia and Qwc.
Airtight glass container, protected from light.

References: [1]

MowoTikOG éAeyxoG / Quality control

I: 0.95-1.05% m/m; KI: 0.57-0.63% m/m; d: 0.917-0.928

H néBobog, To 6pLo amodoyxnc, 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.

1: 0.95-1.05% w/w; Kl: 0.57-0.63% w/w; d: 0.917-0.928
Record the method, acceptance criterion, actual result and reviewer separately in F-005. A critical specification
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failure requires quarantine and investigation under SOP-015; retesting needs justification.

References: [1], [13]

®0Aain / Storage

AgpooTeyrG YUAALVOG MEPLEKTNG, TipooTao(a amd PWG.
Mo dldpkela mov amnodibetal amnd yevikd Kavova, epapudletal emmnAéov n Bepuokpacia TNG EMAEYUEVNG
katnyoplag oto nedlo BUD. H iy 6&ev tekunplwivel avBaipetec aAlayéc Bepuokpaaiag.

Airtight glass container, protected from light.
For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.

References: [11], [7]

AwaOeon / Dispensing

AldBeon pe oagr 066 xpriong, mMEPLEKTIKOTNTA KoL NUEPoUNnvia Xpriong. H moogdtnta avd papuoyn Kat n
oLXVOTNTA CLUUMANPWYOVTAL 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

AAKOOALKS BLdAvpa twdiov 1% Ph. Fr.

EEwTeptkr xprion

Moocétnta: _ Maptida:

Mapaokevdotnke:  XpAon éwg:

AcBevrig / 66on / ouyvéTnTa: _

®VOAaEN: AepooTeyG YUAALVOG MEPLEKTNG, ipooTao(a amd PUWG.
©eppokpaoia yla To BUD auTtAg tng naptidag:

lodine alcoholic solution 1% Ph. Fr.

External use

Quantity: _ Batch:

Prepared: __ Useby:

Patient / dose / frequency:

Storage: Airtight glass container, protected from light.
Temperature for this batch BUD:

References: [1]

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 obvBean, ta
TPOATMOLTOOHEVQ, 0 TIEPLEKTNG, N POAAEN KAl T oTolXela EAEYYOUL TIPETEL VO EYKPLOOUY YL TN OLUYKEKPLUEVN
epappoyn. H évap&n tou vmoAoylopol BUD sival n évapEn tng napaokevic. EpapudleTal To cLVTOUOTEPO
TEKUNPLWHEVO OPLO, HE XWPLOTO EAeyYO BLdpKeLlaG HETA TO dvotypa. Ta épta USP gival texvikd mAaiolo kot 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.
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AveEAPTNTN EAANVLKH KOl ayYALKH amnédoon/opydvwon oTolXelwv TG avagepduevng mNyrg. Aev anoteAel enlonun petdepaocn fi £€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 ka1 mapanopunég / Sources and references

[1] Alcool iodé a 1 pour cent (2007) (15/02/2012)

2007 | PDF pp. 1-2 | master formula | 2026-10-14

https://ansm.sante.fr/uploads/2020/10/23/alcool-iode-a-1-pour-cent.pdf

[2] FN/2003/PA/018 IODURO DE POTASIO

Awabéoipo kelpevo / 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_018.pdf

[3] FN/2003/PA/017 10DO

Awabéoipo kelpevo / 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_017.pdf

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

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

[5] PN/L/PG/002/00 INDUMENTARIA

Awabéoio keipevo / 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
[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] Allan MC, Mauer LJ. Dataset of water activity measurements of alcohol:water solutions using a Tunable Diode Laser

Data in Brief. 2017;12:364-369 | Table 1; ethanol/water at 25 °C; DOI 10.1016/j.dib.2017.04.017 | Full text read. Binary-mixture water
activity; volume ratios before mixing, not finished medicinal-product shelf life | 2026-09-12

https://pmc.ncbi.nim.nih.gov/articles/PMC5413208/
[10] CDC - Chemical Disinfectants: Alcohol

28 November 2023; 2008 guideline | Alcohol: Overview and Microbicidal activity | Alcohol antimicrobial context; not a finished-product
preservative challenge test | 2026-09-12

https://www.cdc.gov/infection-control/hcp/disinfection-sterilization/chemical-disinfectants.html
[11] 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
[12] 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
[13] 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
[14] USP - General Chapter <795> FAQs

Sikalias Greek Formulary | Reference documentation 7



compounding.gr | 10.0 | 2026-10-14

JIKALIAS

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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