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AAKOOALKO S1AALMA LwWdIoL 2% M/V ME LWOLO0DYO0 KGALO
2,5% m/V

lodine 2% w/v alcoholic solution with potassium iodide
2.5% w/v

BLBAloypagik avagopd - Anatte{tal Tomkr vioBétnon / Reference document - Local adoption required

MpoéAsvon kKatL 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 avadnuoaoievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4beta fj ouvdpopr. Agv BNAWVETAL 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
Bd&on / Basis: 100 mL /100 mL

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

W60 249
lodine
lwdlovxo kdALo 25¢9

Potassium iodide

KekaBapuévo 06wp 25 mL
Purified water

ALBavOAN 96%, UN METOLOLWUEVN g.s. ad 100 mL
Ethanol 96%, undenatured

Meplypa@n okevaopatog / Preparation description

Kaotavd deppuatikd SldAvua e TN XoPaKTNELOTIKY oopr tng MnynAg. Neptéxel 20 mg/mL wdiov kat 25 mg/mL
LwoLo0YoL KaAlov eml TeALkoD dykov. To LwbloOYo KAALo emLTpémnel SLdAvon wwdilov péow ovunAokonolnong oto
véaTikd oTddLo.

Brown cutaneous solution with the characteristic odour described by the master. It contains 20 mg/mL iodine and
25 mg/mL potassium iodide on final volume. Potassium iodide enables iodine dissolution through complex
formation in the aqueous stage.

References: [11], [2]

Apaon kaL xpAon / Action and use

AgpUATIKO avTIONTTIKG, UE EQappoyr TNG avaykaiag moagdtnTag TNy Kaboplouévn neploxr) cOUPWYVA UE TNV MNYHA
Kat TNV KAWLKA 0dnyla. Aev anoteAel Lwdlodyo dLtdAvpua ylo KaTtdmnoon, avTIETWMoON Bupeosldonddelac A
0QOaALLKA XproN.
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Cutaneous antiseptic, applied in the amount needed for the specified area under the source and clinical
directions. It is not an oral iodine solution, thyroid treatment or ophthalmic preparation.

References: [1], [2]

Mpodiaypagic / Specifications

1wbLo Katd RFE 0031, wdlolyo kK&ALo KaTd TNV Mpodlaypaer TNG MNYACS, KEKaBapuévo DEWP Kat atBavoAin 96%.
EAéyETe mAripn 8LdAvaon, KaoTavd opoloyeVEC SLAALUA Kol TEALKS byko. To e0pog 99,5-100,5% a@opd TNV MPWTN
OAN wolov, 6L To TEAKS 2% BLdALa.

Use iodine RFE 0031, source-compliant potassium iodide, purified water and ethanol 96%. Check complete
dissolution, a homogeneous brown solution and final volume. The 99.5-100.5% range applies to raw iodine, not
the finished 2% solution.

References: [1], [2], [5]

®wg / Light

H ninyr} anottel gatokiTpivn yudAwwn LaAn kat npootacia and gwe. To KaoTavd Xpwa Tov (5lov Tou dLaADuaToC
bev UIOKABLOTA PWTOMPOOTATEVTLKS MEPLEKTN.

The master requires amber glass and protection from light. The solution’s own brown colour does not replace
light-protective packaging.

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

To LWdLo EEayvWVETAL KAl N atBavoAn eEatuiletal neplopioTe xpdvo avolkTrig COyLonNG/avautEng Kat
xpnotuomnotjote oteyavd nwpa. H nnyn ¢ntel epuntikd KAELOTH QLAAN, XWpPI{c va op(Cel adpavécg aéplo.

lodine sublimes and ethanol evaporates; minimise open weighing/mixing time and use a tight seal. The master
requires an airtight bottle but does not specify inert-gas blanketing.

References: [11], [2], [3], [4]

Nepo kat dtaAvtéTnTa / Water and solubility

To vepd elvatl ovykekpLpévn edpTion 25 mL yia StdAvon Kl kat katémy twbdilov. H anevbelag npoodrikn wdiov pévo
o€ vepd bev elval Loodvvaun néBodog Adyw XapnAig vdatodlaAvtdTnTaG. H cuunAfpwon yivetat pe atBavdéAn
96%, OxL vePO.

Water is a specific 25 mL charge used first to dissolve KI and then iodine. Adding iodine directly to water alone is
not equivalent because of low aqueous solubility. Make up with ethanol 96%, not water.

References: [1], [2]

Yypaoia / Humidity

AlatnpAoTe KABOPEC Kol KAAA KAELOUEVEG TIPWTEC DAEC. H yevikr dladikaoia StaAvpdtwy opi(Cel oxeTIkA vypaaoia
=60%- 6gv LTIAPYOLY £LBLKA SeGopéva vypaalag yla To TEALKS dLdAvua.

Keep raw materials clean and tightly closed. The general solutions procedure specifies relative humidity =60%; no
finished-formula humidity study is supplied.

References: [1], [5]

Oeppokpacia / Temperature

Aev ipoBAéneTaLl B€ppavaon. Anodrikevon K&dtw amnd 30 °C cOPEWYVA YE TNV TNYH Kot Hakpld and mnyEG avAQAEENG.
©épuavon avgdvel £€kBeon oe aTolC Lwdilov/atBavoAng kat dev xpnaotponote{tal yia 616pOwaon ateAolg dldAvong.
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No heating is specified. Store below 30 °C as stated by the source, away from ignition sources. Heating increases
iodine/ethanol vapour exposure and is not a remedy for incomplete dissolution.

References: [11], [3], [4]

pH kaiL cupBatoéoTnTa / pH and compatibility

Agv KaBopi(Cetatl TEAkS pH. To dLdAvpa dev mepLEXeL MPOOTIOEUEVO PUBULOTIKG: avBaipeTn eEovdeTépwon Unopel
Vo aAAAEEL TIGC HOPPEC KaL TN BpaoTikdTNTA Lwdlov. Asv amnodibetal pH and dAAn cbvBeon wbdiov.

No final pH is specified. No buffer is added; arbitrary neutralisation can change iodine species and activity. A pH
value from another iodine formulation is not transferred.

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

AAAec aAAnAemidpaoslg / Other interactions

106L0: LoxuP6 0EEBWTIKG, acOUPBATO HE AVAYWYLIKA, appwvia Kot apKETA PETaAAA. ALBavoAn: aoOPBaTN HE LoXLPd
0EELBWTLKA EKTOG TNG TEKUNPLWHEVNG OUYKEKPLHEVNG 00VOEONG. ATOQUYETE HETOAALKN EMUOALVON KAl EUMELPLKA
QVAULEN GAAWY AVTLONTITIKWVY.

lodine is a strong oxidiser, incompatible with reducing agents, ammonia and various metals. Ethanol is

incompatible with strong oxidisers outside the documented specific formulation. Avoid metal contamination and
empirical mixing with other antiseptics.

References: [2], [3], [4]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

IwdLlo | 2, CAS 7553-56-2, Mr 253,8: mtnTLKol KPOGTAAAOL LE EPEOLOTIKOVG ATUOUC. To LwdLoOY0 KAALO dpa WG
BonOnTikd dlaAvtonoinong. XpnoLHOTOIHOTE N LETOLOLWHEVN QAPUAKEVTIKA atBavdAn: To avTLoNTTIKO
OWOTIVELHA PE N SNAWPEVA HETOLOLWTIKA Bev elval LoodOvapo.

lodine | 2, CAS 7553-56-2, molecular mass 253.8: volatile crystals producing irritating vapour. Potassium iodide
acts as a solubilising aid. Use undenatured pharmaceutical ethanol; rubbing alcohol containing unspecified
denaturants is not equivalent.

References: [11], [2], [3], [4]

Mpootacia epyalopévwy / Staff protection

ZuyioTe wWwdLo e TomkA anaywyr, KaTtdAAnAa ydvtia, modld Kat mpootaoia opBaAUWY. AToQUYETE HETAAALKA
emedvela COyLong Kat eLamvor] atuwyv. H pétpnon atbavoing yivetat pakpld and gAdyec/omvorpeg. Mn
xpnotuomnole(te 0oppNTIKS éAeyx0o KOvTA oTo Soyelo.

Weigh iodine under local extraction with suitable gloves, coat and eye protection. Avoid metal weighing surfaces
and vapour inhalation. Measure ethanol away from flames/sparks. Do not sniff close to the vessel as a quality
check.

References: [2], [3], [4]

ExTipnon kKivdéovovu / Risk assessment

AELoAoyrioTe ponyoluevn avtidpaon 0To CLYKEKPLUEVO LwWELlovY0o Tapaokebaapa, BupeoeldondbeLla Kat
enkelpeveg e§etdoelg Bupeoeldolg. AnoplyeTe enavaAauBavéusvn/ekteTapévn xprion, anéepagn,
MOLELTIKA/VEOYVLKH XPproN Kol TAKTLKA Xprion o€ kOnan A yaAouvxia xwpilc KAWLk andeaaon. ASLEAvToL KPOGTAAAOL
avEAvouv kivduvo Tomikol eyKaOUATOG.

Assess previous reactions to the actual iodine preparation, thyroid disease and forthcoming thyroid testing. Avoid
repeated/extensive use, occlusion, obstetric/neonatal use and regular use during pregnancy/lactation without
clinical decision. Undissolved crystals increase local burn risk.

References: [11], [2], [3]
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ZuvOnkec mapaockevng / Compounding conditions

Mo 100 mL: 2,00 g 1 2, 2,50 g KI, 25 mL vepoU kat atBavdoAn 96% €wc TeAkS Oyko. EAEyETe aveEdptnTta Ta 600
oTEPEd WWOTE va UN ouyxEovTal LWBLo Kal LwdLlol)Xo KAALo. TeALK oykopéTtpnaon HETd ARpn 6ldAvon, ot
Bepuokpaoia epyaciac.

For 100 mL: 2.00 g | 2, 2.50 g Kl, 25 mL water and ethanol 96% to final volume. Independently check the two
solids to avoid confusing iodine with potassium iodide. Set final volume after complete dissolution at working
temperature.

References: [1], [5]

Tekpnpiwon BUD / BUD rationale

H ninyr opi{Cel 3 uAveg og epuNTIKA KAELOTH Qalok{tpvn YudAwn eudAn kdtw amnd 30 °C. Aev evtonioTnKe MARPNG
HEAETN TNG akplBolg obvBeang/meptéktn | AET. Me TeKunplwpévn TOmkr vloBETnon, opoer anoteAel To
MLKPSTEPO TWY 89 NUEPWVY, TPLWV NUEPOAOYLAKWY UNVWY Kot 0piwv MPWTWY LAWY. H avtionmtik dpdon Kat n
alBavéAn 6ev amoTeAOLY and PHOVEC TOUC PEAETN oLVTHPNONG 00TE TEKUNPELWVYOLY aw. EKGoTIKA oOuBaon: Ta
pnviaia épLa Tng mNynig napapévouy nUepoAoyLlakd: To aplOunTtikd déplo peTatpomnic elval 28 nuépec yia évav
pHAva A 89 yla TPELG: TLXOV XwpPLoTd emAeyuévo BpaxdTtepo dpLo eEakoAovBel va vreployeL. MpdKeLTal yLa
ouvTNENTIKA HETaTporr, OXL avToAeEE( dplo TNG MNYAG.

The source states three months in airtight amber glass below 30 °C. No complete exact-formula/container
stability study or AET was identified. With documented local adoption, the ceiling is the earliest of 89 days, three
calendar months and raw-material limits. Antiseptic action and ethanol alone are not preservative-efficacy
evidence and do not establish aw. Editorial convention: calendar-month source periods are retained as calendar
periods; the calendar-period conversion ceiling is 28 days for one month or 89 days for three months; a separately
selected shorter ceiling still governs. It is a conservative conversion, not a source quotation.

References: [1], [6]

Mpoamaitovpeva / Prerequisites

XpetdZetal Sladikacia SLAAVPATWY Kol amodoy TWY TEGOAPWY MPWTWY LAWY. AV XpNOLUOTOLE{TAL WG
npobnéOson SldAvpa Lugol § &AAN povoypaeia: dlagopeTikéC avaAloyiec | 2/KI kat aAkoOANG dev elvat
EVAANGELEG.

The solutions procedure and acceptance of all four raw materials are required. Lugol solution or another iodine
monograph is not an intermediate dependency: differing | 2/Kl and alcohol ratios are not interchangeable.

References: [1], [2], [5]

EEomAlopog / Equipment

KaTtdAANnAog Cuydg, un HETAAALKA emdvela COyLong, YudAwo nothip/pdBoog, oykoueTpLkd péoo 100 mL Kot
QaLoK{TPLVN YUAALYN QLAAN HE oTEYOVO GUUBATS MWUA. ZTAOUSC Epyaoiag UE anmaywyr aATUWY.

Suitable balance, nonmetal weighing surface, glass beaker/rod, 100 mL volume measure and amber glass bottle
with a compatible airtight closure. Use a work station with vapour extraction.

References: [11], [2], [3], [5]

M£0060¢ mapaokevng / Compounding method

1. AtaAboTe mAfpwc To Kl ota 25 mL kekaBapuévou 06aTOG. 2. MPooBEoTE TO LWOLO KoL avadedoTe HEXPL VA UNV
amnopévouy kKpOaTaAAdol. 3. MpooBEéaTte PN HETOVOLWHEVN alBavéAn 96% £wg TeAkd dyko 100 mL kot
opoyevomoloTe. 4. EAéyETe Kal oLOKELAOTE AUECWG.

1. Dissolve KI completely in the 25 mL purified water. 2. Add iodine and stir until no crystals remain. 3. Add
undenatured ethanol 96% to a final 100 mL and mix. 4. Check and package promptly.

References: [11], [2], [5]

Sikalias Greek Formulary | Reference documentation 4



compounding.gr | 10.0 | 2026-10-14

Napatnpioelg / Observations

Ta 25 mL vepo0 kat n atBavéAn g.s. ad v TEKUNPLLWVOLY aKPLBWG 75 ML atbavdéAnG 1 TeEAKS 72% v/v: BLdAvon
OTEPEWY KAl KN MPoabeTikol dykol mpénel va AapBdvovtat uréyn. H TeAKA €TIkETA dNAWVEL TNV akpLBr dpaoTikh
o0vBean, éxL uOBETIKS AAKOOALKS BaBUS.

The 25 mL water charge and ethanol g.s. ad do not establish exactly 75 mL ethanol or a final 72% v/v: dissolved
solids and nonadditive volumes matter. Label the defined active composition rather than an assumed final alcohol
strength.

References: [1], [5]

MNeplékTnNG KaL ovokevaoia / Container and packaging

datokitpvn YudAvn @LAAN LE EPUNTIKG WU CLUUPBATO HE LWOLO/OAKOOAN. ATTIOQUYETE EKTEDELUEVA LETAAALKA
péEpn oTo meplexOpevo. H ouokevaoia mpémnel va amnokAslel adyyxvan pe méoLHo wdlolyo didAvpa.

Amber glass bottle with an airtight closure compatible with iodine/alcohol. Avoid exposed metal components in
contact with contents. Packaging must avoid confusion with oral iodine solutions.

References: [1], [2], [3]

MowoTikOG éAeyxocg / Quality control

EAéyETe TavTédTNTA KOt H&leG | 2/KI, TeAkS byKo, opolopop@ia XpWHATOG Kal MARPN amnovaia KPLOTEAAWY. To
XPWHa v mogoTikomolel SlaBéatpo LwdLo. Ma avaAuTikh anodéopevon xpeldletal KATAAANAN PEBODOC TEALKOD
npoidévtog, n onola dev dlvetal 0to ocuykeKPLEVO BeATio TNG MNYAG.

Check identity and masses of | 2/Kl, final volume, uniform colour and complete absence of crystals. Colour does
not quantify available iodine. Analytical release requires an appropriate finished-product method, not supplied by
this particular master.

References: [11], [2], [5]

®0Aain / Storage

Ké&tw and 30 °C, npootacia and pwg, EPUNTLIKA KAELOUEVO Kal HaKpLd amnd BepudTNTo/avAPAEEN. AAAOYH
XPWHATOG, KpOaoTaAAoL fj dlappon nwpatog xpetdfovtal diepedvnaon mpwv xprion.

Store below 30 °C, protected from light, airtight and away from heat/ignition. Investigate colour change, crystals
or closure leakage before use.

References: [11], [3], [4]

AwaOeon / Dispensing

Mévo eEwTtepLK SepPATIKA Xprion otnv MpoRAeNdPEVN epLoX Kal SldpKela. MPOoELBOMOLAOTE yla XpwWaon Kal
€£PEOLOUG, amopLYH HATLWYV/BAEVWOYOVWY/WTOC Kal un Katdmnoaon. EAEyETe Bupeoeldikd LoTtopikd, KOnan/yaiovyia
KoLl VEOYVLKI €kBean TP TN 6LdBeon.

Use externally on skin only, for the prescribed area and duration. Explain staining/irritation, avoidance of
eyes/mucosa/ear, and no swallowing. Check thyroid history, pregnancy/lactation and neonatal exposure before
dispensing.

References: [1], [2]

Enmionpavon / Labelling

10610 2% M/V + WwdlodXo KEALo 2,5% m/V, aAKOOALKS dLdAvpa - Lévo yia depuaTiky xpron. Na pnv katamiveTal.
AnopUyeTe pdTia/BAEVVOYOVOUG Kol EKTETAUEVN 1 TapaTeTapévn Xpron. Mpoataoia and ewg/avaeAeEn, KaAd
KAELOPEVO, KATW amnd 30 °C. Naptida, moodTNTA, MAPATKELH KAl EYKEKPLULEVN NUEPOUNVia XpAONG: KaTd TNV
EKTEAEDN.
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lodine 2% w/v + potassium iodide 2.5% w/v alcoholic solution - cutaneous use only. Do not swallow. Avoid
eyes/mucosa and extensive or prolonged use. Protect from light/ignition, tightly closed below 30 °C. Enter batch,
quantity, preparation and authorised use-by dates during execution.

References: [11], [4]

v9_controls / v9_controls

To aplBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdg LT TIC £LBLKEG TPODTOBETELC. Agv €xEL
optotel BUD mpaypaTikAg mapTidag kat dev €xouv napaxdel petprioelg aw. H akptBig ocbvBeon, ta
TPOQTALTOOUEVQ, O MEPLEKTNG, N QUAAEN KoL Ta aTolxela eAEYYOU TIPETEL VO EYKPLOODVY YL TN OUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudéletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAEyYO BLAPKELAC META TO Avolypa. Ta dpla USP elval texviké mAaiolo Kat 6ev
nopovaldfovrtatl WG EAANVLIKH 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
framework and are not presented as Greek legislation.

Mnyéc kaiL mapamnoumnég / Sources and references

[1] AEMPS, Formulario Nacional - ALCOHOL IODADO (FN/2003/PO/011)

FN/2003 source identifier; current standalone official PDF accessed 2026-10-13 | PDF pp. 2-4; composition, specific method, storage, validity
and patient leaflet | Master composition, preparation and source-specific conditions. Independently written factual adaptation; not an official
translation or endorsement. No laboratory testing performed for this document. | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_011.pdf
[2] AEMPS - lodo (FN/2003/PA/017)

FN/2003; standalone official PDF accessed 2026-10-13 | PDF p. 2 | Raw-material identity, physical properties, incompatibilities and
route-specific precautions; raw-material assay limits are not finished-product specifications. | 2026-10-13

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_017.pdf
[3]1 ILO/WHO International Chemical Safety Card 0167 - lodine

April 2004 | Identity; hazards/prevention; physical properties; chemical dangers; notes | Occupational hazards of the identified raw material.
Neat-material flash points and toxicity are not measured finished-mixture properties. | 2026-10-13

https://inchem.org/documents/icsc/icsc/eics0167.htm
[4] ILO/WHO International Chemical Safety Card 0044 - Ethanol (anhydrous)

May 2018 | Identity; hazards/prevention; physical properties; chemical dangers; notes | Occupational hazards of the identified raw material.
Neat-material flash points and toxicity are not measured finished-mixture properties. | 2026-10-13

https://inchem.org/documents/icsc/icsc/eics0044.htm
[5] AEMPS - Elaboraciéon de soluciones (PN/L/FF/007/00)

Official FN procedure, version 00, accessed 2026-10-13 | Sections 5-6: environment, preparation, packaging, finished-product checks | Official
general dosage-form procedure; exact formula method takes precedence; batch-level tests are distinct from tests actually performed. |
2026-10-13

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

[6] USP - Compounding Standards and Beyond-Use Dates

November 2022 update, official USP fact sheet hosted by Mississippi Board of Pharmacy | Nonsterile preparation BUD overview and category
table | General BUD framework; an AEMPS source period is not automatically a USP-NF monograph exception, and no measured water activity
is implied. | 2026-10-13

https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
[7]1 USP - General Chapter <795> Frequently Asked Questions

November 1, 2023 FAQ; rechecked 14 October 2026 | Questions 52, 54-56, 61, 64-66 | General category/extension rules only; not
exact-product stability evidence. | 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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