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AocOevég Lugol - ava®swpnon AEMPS 2025
Weak Lugol Solution AEMPS 2025

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 mL

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

1610 0.015g
lodine
lwdlovxo kdALo 0.030g

Potassium iodide

KekaBapuévo 06wp g.s. ad 100 mL
Purified water

MNeprypagn okevadopatog / Preparation description
Kaotavé vypd pe oopn Lwdiov.
Brown liquid with iodine odour.

References: [1]

Apaon kat xpAon / Action and use

1wbL00Y0 OO0 MO PACKEDAOTHA Yia ELWOIKEC LATPLKEG eVOE(EELG: Hev amoTeAel KaBoAlKS axripa PoPOAAENG
Bupeoeldolc.

Oral iodine preparation for specific medical indications; it is not a universal thyroid-prophylaxis regimen.

References: [1]

Mpodiaypagéc / Specifications
Kaotavé vypd pe oour Lwdiov.

Brown liquid with iodine odour.

References: [1]

Sikalias Greek Formulary | Reference documentation 1



compounding.gr | 10.0 | 2026-10-14

®wg / Light
Kl: mpootaoia mpwtng OANG and EWC.
Protect potassium iodide raw material from light.

References: [2]

Aépac kaL o&eidbwaon / Air and oxidation
To widLo eivatl mtnTikd oe Beppokpaaia mepBaAAovToG.

lodine is volatile at ambient temperature.

References: [3]

Nepo kat SuaAvtoTtnTa / Water and solubility

To wWidLo daAbeTal eAdyLlota oto vepd- Tto Kl avgdvel Tn daivtdTnTa.
IwdLo0X0 K&ALo: MOAD €VBLAAVTO O€ VEPS KAl ELBLAALTO O YAUKEPSOAN- AstTtoupyel wg SlaAvTtomnolnTtig Lwdiov.

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 SlveTal aplBPUNTIKS OPLO OXETLKNAG LYPATI(AC YL TO TEALKO oKeDaTUA. ATo@ebyovTal dLaBpoxh 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:
KaoTtavéypwun yudAwn euéAn: <30 °C.

For the finished product the source specifies:
Amber glass bottle; <30 °C.

References: [1]

pH kai cupBatétnta / pH and compatibility

Agv op{CeTtat 6kd €0pog pH TOL TEALKOD OKELATUATOG. Agv TipooTiBeTal pLOULOTAG PH XWPIG TEKUNPLWHEVN
oAAayr 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
Kl: agupBatdtnteg pe o§€a, LETAAAKA GAQTA, AAKAAOELOH, XAWPEAN Kal YAWPLKS KEALO.
KlI: incompatibilities with acids, metal salts, alkaloids, chloral hydrate and potassium chlorate.

References: [2]
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Ewdika otolxeia cvotaTtikwy / Ingredient-specific information

Tavtonoinon kat Bdon Coylong:

* lwdlo: 0.015 g.

* lwdlov)o k&ALo: 0.030 g.

¢ KekaBOapuévo UOwp: q.s. ad 100 mL.

OL dnAwpEveEG popeég/moldTnTEG avrikouv otnv akpLBr cbvleoan tng mnyrg.

Identity and weighing basis:

* lodine: 0.015 g.

* Potassium iodide: 0.030 g.

e Purified water: g.s. ad 100 mL.

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], [4], [5]

ExTipnon kKivdéovovu / Risk assessment

JuyKeKpLuévn mapTtida avagopdc: 100 mL. MpwTto cvoTaTtikd: (W60, 0.015 g. EAEyETe aveEdpTnTa TN XNUKA
Hop®r, TIG HOVEDEG Kal KEBE KALHAKWaoN TPy and CoyLan.

EAéyETe MARPN 6LdALON Kal TuX6Y KPLATAAAWGN OTNY eAEYUEVN Bepuokpaaia. YrnoAoyiote Tov dyko 66ong and
™V akpLBR mg/mL, éxL and TNV NEPLEKTIKOTNTA ap)lkol SLokiov A anoBéuaTtog. AWoTe KATAAANAN OTOUATIKA
alpLyya.

KataypdyTte yla TNV TOMKA avdAuon moodTnTa avd mapaokevr, ouxvotTnTa epyaoiag, dtdpkela avolkTol
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHATIKOTNTA TWY HETPWY EAEyXoL. AuTd elval otowxela etlaébouv
™G a§loAdynong- 6ev anodideTal mPooXNUATIKOG TEAKOG BaBudG Kwdivou.

Znuelo eAéyyou amnodéopevong: emPBeBatwote TeAkd dyko 1 pdla otn Oeppokpacia avagopdc, diadyela A
npoBAenOueVN dlaoopd Kal CLHEWVIA TEPLEKTN/MWUATOC HE TN ouvTayr. Ma OYKOUETPLKY avaywyr KNy
€ELOWVETE g e ML XWPI(¢ TEKUNPLWUEVN TTIUKVOTNTA.

Reference batch: 100 mL. First ingredient: lodine, 0.015 g. Independently check chemical form, units and every
scale conversion before weighing.

Check complete dissolution and crystallisation at the selected temperature. Calculate dose volume from the exact
mg/mL, not the starting tablet or stock strength. Supply a suitable oral syringe.

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: [11], [8], [10]

ZuvOnkec mapaokevng / Compounding conditions

Mpw amnd avduEn: Tavtonolnon XNUIKAG HopeAC Kal mapTidag kABe cuoTATIKOD, KaTaypaer BEWPNTIKWY
TMOCOTATWY Kal £EAgyX0G KabapldtnTtag Tov e§omAlopol. Ot Beppokpaaieg kat n oelpd mpoadrikng 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.
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References: [11], [5]

Texkpunpiwon BUD / BUD rationale

Aldpkela otnv nnyr: 3 HAVEG.

H dudpketa avtr elvat 0dnyla TNG CUYKEKPLUEVNG QapHaKoToL{ac/MNYAG. ZToV MopdvTa EAeyX0 dev emaAnBelTNKE
AR PNG MPWTOYEVAG HEAETN TIOL VO TEKUNPLWVEL TALTAOXPOVA XNHLKH, PUOLKE KOl ULKPOBLOAOYLKH EMEKTACN TNG
(dlaG TeAkig obvBeong.

EMAEYHEVOC oLVTNPNTIKOC YEVIKOC Kavdvac: €we 14 nuépec otoug 2-8 °C yla bBaTIKA Hop@n XWEI(C EMAPKWC
TeEKUNPLWHPEYN ouvTrpnon. MNpodndbean elvat 6Tl N YOEN 6ev mpokaAe( kaBIZNaon, YN avaoTPEYPLHO Slaxwploud A
GAAN amWAELX KATAAANAGTNTAG. Av avTh N MpodndBeon anoToxEL, dev xpnoluonote(tatl To 14Auepo o
Bepuokpaoia dwpatiov- anatte{tal edikr Tekunpliwon acbvtoung xprong.

To éplo BLBALOYPaPLKAG ava@opdc tTng napoldoac ékdoong elval n ouvtopdTtePn HETAED TNG MapPATAVW BLAPKELAG
nnNyAg Katl Tov YeVkoL opiov. MNa napdtaon anatte{tal TeKunEiwan mov KaAOTTEL
dpaoTIKA/EKDOXQ/MEPLEKTIKOTNTA, TIEPLEKTN, Oeppokpacia, LEOODO evdeLlKTIK 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 PHETA 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 tekunpiwaon xpnotonotiote
SOP-014 kot F-006- yia €16ikrj aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw o€ kdBe un otelpo napaockedaoua. H tekunplwuévn tagvéunon tng
OLYKEKPLEVNG g0vBeanC umopel va XpnoLlomole{Tal wg 0d6nNydc: 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 dlaBéoiun nuepopnvia TWv NN NAPATKELAOUEVWY CUOTATIKWY/BAOEWY, EKTOC av
€xeL voBeTNBel emapkrg €Ok TekUNP{won yla TNV akpLBr] TeAkr obvBeon.

Period reported by source: 3 months.

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 conservative general rule: up to 14 days at 2-8 °C for an aqueous form without adequately established
preservation. Refrigeration must not cause precipitation, irreversible separation or other loss of suitability. If that
condition fails, do not apply 14 days at room temperature; obtain specific short-use evidence.

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.

References: [1], [6], [7], [9], [11]
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Mpoamairtovpeva / Prerequisites

Agv anotteltal xwploth BAoN PE KWOLKS HNTPWOUL. TuxOv gunoptkd dxnUa MAPAUEVEL TO AKPLBEC KATOVOUALOUEVO
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¢ KaTtdAANANG eAdxlotng C0ylong, youdi/omepog i opoyevonolnthc, 6oxela avaulEng, ondTouvAeg,
BepudueTpo dTav vnidpyeL B€puavan, 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

AgloTpBrioTe WdLo Kat Kl g yudAwvo tydio. AtoAbote oto 1/10 Tou 06aTOC, CLUUMANPWOTE dYKO, OLOYEVOTIOLAOTE
Kat dinbrjote péow xdpTou.

Triturate iodine and Kl in glass mortar; dissolve in 1/10 water, make up volume, mix and paper-filter.

References: [1]

Napatnpnoelg / Observations

To 0,38 mg/mL tng mnyng a@opd ouvoAkd LWoLo padi pe To wdlovxo. H noodtnta popLtakol twdiov elvat 0,15
mg/mL.

Source 0.38 mg/mL denotes total iodine including iodide. Molecular iodine amount is 0.15 mg/mL.

References: [1]

MNeplékTNG KaL ovokevaoia / Container and packaging
Kaotavéypwun yudAwn eldAn: <30 °C.
Amber glass bottle; <30 °C.

References: [1]

MowoTikOG éAeyxoc / Quality control

Kaotavé vypd pe oopn Lwdiov.

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 emavadAnyn eAéyxwv xpeldleTal
attoAdynon.

Brown liquid with iodine odour.
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], [10]

®0Aagn / Storage

YUVOAKEG/MEPLEKTNG TIOL avaPEPEL N TINYHA: KaoTtavdxpwun yYudAvn eLdAn- <30 °C.
Mo To EMAEYUEVO YEVIKO v TATO OpLo: 2-8 °C, £pOo0ov dlaTnPolvTal N GLOLKH KATAAANASTNTA KL N
OLPBATOTNTA PE TN CLUYKEKPLUEVN TINYH. Agv epapudleTal To 14uepo og BepUokpaoia SwuaTiov.
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Source-reported conditions/container: Amber glass bottle; <30 °C.
For the selected general ceiling: 2-8 °C, provided physical suitability and compatibility with the specific source are
maintained. The 14-day rule does not apply at room temperature.

References: [1], [6], [7]

A1aOeon / Dispensing

Xoprynon otnv akpBr cuvtayoypa@nuévn mMePLEKTIKOTNTA. Mo LYPA&, XpNoluonolioTe KATAAANAN
BaBuovounuévn cbplyya amd tov oTdPATOC: KaTtaypdyte 660N Kal cuxvdTNTA And TN CLVTAYH.

Dispense the exact prescribed strength. For liquids use a suitable graduated oral syringe; record dose and
frequency from the prescription.

References: [1]

EmioApavon / Labelling

AoBevég Lugol - avaBewpnon AEMPS 2025

Ané Ttov otéuatog

MNooétnta: _ Moaptido:

MNapaokevdotnke: _ XpAon éwg:

AcBeviiG / 660on / ouxvéTnTO:

®OAaEN: 2-8 °C, petd TNV emBeBaiwon kataAAnAdTNTOAC YOENG.
©eppokpaoia yla To BUD autAg tng naptidag:

Weak Lugol Solution AEMPS 2025

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:
Storage: 2-8 °C, after confirming suitability for refrigeration.
Temperature for this batch BUD:

References: [1], [6], [7]

v9_controls / v9_controls

To apBunTikd épLo oto apyeio elvat pévo épLo BLBALOYPAPIKAG ava@opds uTtd TLG £LOLKEG TIPoDTOBETELG. Agv €XEL
optotel BUD nmpaypaTikig mopTtidac kat 6ev éxouv napaydel petprioelc aw. H akplBrig obvbeon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TIPETEL val EYKPLOODY YL TH OUYKEKPLUEVN
epapuoyr. H évap&n touv vmoAoylopol BUD eival n évapEn tng napaokevnic. Eeapudletal To GLVTOUSTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO BLdpKeELOG HETA TO dvolypa. Ta dplta USP g{val texvikd mAaiolo kot dev
napovoldfovtal WG eAANVIKHA 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
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 anédoon/opydvwon otolxelwy TNG avaeepdpevng nmnyng. Aev anoteAel enlonun petdepaon fj €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 kai mapamnoumnég / Sources and references

[1] FN/2003/FMT/017 LUGOL DEBIL, SOLUCION DE. Modificado 2025
2003 / avab. 2025 | PDF pp. 2 | master formula | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas/fn_2003_fmt_017-actualizado-03012025.pdf
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[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] PN/L/PG/002/00 INDUMENTARIA

Awabéoipo 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
[5] 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

[6] 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
[71 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
[8] 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
[9] 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
[10] 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
[11] 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
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