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Bappa twdiov JP 6% HeE L wdL00Y0 KaALo 4%

lodine Tincture JP 6% with potassium iodide 4%

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: 1000 mL

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

W60 60 g
lodine
IwSlo0)0 KAALO 409

Potassium iodide

AlBOavéAn 70% kat’ dyko g.s. ad 1000 mL
Ethanol 70% v/v

MNeprypagn okevadopatog / Preparation description
2KoUpOo €pLBPOKATTAVO LYPS UE XAPAKTNPLOTIKA 00[A. ZXETIKA MuKvéTNTA d20/20 nepimnov 0,97.
Dark reddish-brown liquid with a characteristic odour. Relative density d20/20 approximately 0.97.

References: [1]

Apaon kat xpAon / Action and use

AAKOOALKS napaokebaoua Lwdiov tng JP. H povoypagia eivat mpdtumno notdtntag Kot dev mapéxel KAWLKL €vBelEn,
dooohoyia i} Tekunpiwon xpPriong NG oLYKEVTPWONG 6% Yla OLYKEKPLUEVO aoBevr.

JP alcoholic iodine preparation. The monograph is a quality standard and does not provide a clinical indication,
dose or evidence supporting 6% use in an individual patient.

References: [1]

Mpodiaypagic / Specifications

1060 5,7-6,3% m/V kat Kl 3,8-4,2% m/V. Alcohol number =6,6 ue JP 1.01, Method 2 kat tnv npoBAenduevn
npoenegepyaoia. TkoOpo epuvBpokdoTavo vypd, d20/20 nepinov 0,97.

lodine 5.7-6.3% w/v and Kl 3.8-4.2% w/v. Alcohol number =6.6 under JP 1.01, Method 2 with specified
pretreatment. Dark reddish-brown liquid; d20/20 approximately 0.97.
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References: [1]

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

References: [5]

Aépac kalL o&eidbwon / Air and oxidation

H atBavdAn dnpovpyel atpolG: neploploTe TNV MAPaPovr) 0€ AVOLKTOUG MEPLEKTEG. H eEdTuLion pnopel va aAAGEEL
Tn oOvBeon (ouvTtakTiky ekTiunon dladikaoiag).
To wWidLo eivatl mtnTikd oe Beppokpaaia mepBaAAovToG.

Ethanol generates vapour; limit time in open vessels. Evaporation can change composition (editorial process
assessment).
lodine is volatile at ambient temperature.

References: [4]

Nepo kat SuaAvtotnTa / Water and solubility

H atBavdéAn avaputyvoetal pe vepd. Auto 6ev amodelkviel 6TL OAEG Ol BLOAVUEVEC BPACTIKEG TIOPAUEVOLY BLAALTEC
METE and apaiwon.

To wwdLo dlaAdeTal eAdylota ato vepd: To Kl avEdvel Tn StaAvtdTNnTO.

IwdLo0X0 K&ALO: MOAD €VBLAAVTO O€ VEPS KAl ELBLEALTO O YAUKEPSOAN: Asttoupyel wg SlaAvTtonolnTtig wdiov.

Ethanol is miscible with water. This does not establish that all dissolved actives remain soluble after dilution.
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: [4], [5]

Yypaoia / Humidity

Agv SlveTal apBUNTIKS dpLO OXETLKNAG LYPATI(AC YL TO TEALKO oKeDaTUA. AToQebyovTal 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

AgV TEKUNPLWVETAL ETILTPENTH BepPokpaolakr anmdkAlon i KOKAOG KatdywuEnc/amdyuEng. OL Bepuokpaaieg
TMOPAOKEVAG Kal UAAENG avapépovTal oTa avtioTolya nedia.

No permitted temperature excursion or freeze-thaw cycle is established. Processing and storage temperatures are
stated in their respective fields.

References: [1]

pH kai cvpBatétnta / 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]
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AAAec aAAnAemidpaoelg / Other interactions

Kl: agupBatdtnteg pe o§€a, HETAAAKA GAQTA, AAKAAOELOH, XAWPEAN Kal XAWPLKS KEALO.
ALBavOAN: aoLUBATETNTA PE LOXLVPA 0EELBWTLKA.

KlI: incompatibilities with acids, metal salts, alkaloids, chloral hydrate and potassium chlorate.
Ethanol is incompatible with strong oxidants.

References: [5], [6]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

AkpBeic TavtdTnTEG: 10610 / lodine; lwdLoLY0 KAALO / Potassium iodide; AlBavoAn 70% kat’ éyko / Ethanol 70%
V/V. XpNGOLOTIOLOUVTOL QOPHOKOTIOWUAKEG TIPWTEG DAEG TNG MapameUNOpEVYNG €Kdoong, He enaArevon CoA. Agv
aAAGCeL avBaipeta dAag, evuddTwaon N MEPLEKTIKOTNTA. H MoodTnNTA g.5. KaTaypdeeTal oTnY mopTida.

Exact identities: 106t0 / lodine; lwdLo0x0 K&ALo / Potassium iodide; AtBavoAn 70% kat’ éyko / Ethanol 70% v/v. Use
pharmacopoeial raw materials of the referenced edition, with CoA verification. Do not arbitrarily change salt,
hydration state or strength. Record the actual g.s. amount in the batch.

References: [1]

ZuvOnkec mapaockevng / Compounding conditions

H JP dev mapéyel eldIkd aplOuNTIKA dpla xwpou yLa avth th obvBeon. Oplote Tomkd SOP pe KATAAANAEG KaBapég
ouvenkeg, éAeyxo Beppokpaciag kat mPdANYN empudAvvonc. H mpdtaon elval cuvTaKTIKEG KATAAOYOC EAEYXOU.

JP provides no specific numerical room limits for this formula. Define a local SOP covering suitable clean
conditions, temperature control and contamination prevention. This is an editorial checklist.

References: [1], [2]

Mpootacia epyalopévwy / Staff protection

KaBapr mpooTaTeuTIKY evOLHaoia Kot KAAVUUA KEQAARC KaTtd AEMPS PN/L/PG/002/00. Omou vndpxel mbavdtnTa
€MaPrG, KATAAANAa ydvTia: mpootacia avamvonG/oeBaApwy 6mov o Xelplondg okévng To anattel. To akpLBEG
LALKS yavTLol, 0 aepPLodC Kat n mpootaoia avanvori¢ kabopilovtal and SDS kat Tomikr ektinnon ékBeong.
KaBapr HoOKPLHAVLIKN EpyaoTnELaKh evdupacia, KAALYN LOAALWY KoLl YAvTLa KATA TOV XELPLond. AAAQYH YAV TLWY
META amnd emudAvvon/ebopd.

Clean protective clothing and head covering under AEMPS PN/L/PG/002/00. Use suitable gloves where contact is
possible and respiratory/eye protection where powder handling requires it. Exact glove material, ventilation and
respiratory protection must follow the SDS and local exposure assessment.

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

References: [3], [7]
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ExTtipnon kivdovov / Risk assessment

YynAr ouykévtpwon twdlov Kat EDPAEKTOG BLAADTNG: N KALWLKH Kal EMayYEAUQTIKA €KOEON amoLToOv EEXWPLOTH
eKT{UNON. Mnv €€lowveTe TN obVBeon e apatd Bauua wdiov i mopLEEVN-LWEL0.

ALBaVOAN: eDPAEKTOL aTHO( amopdkpuvan MNYWY avdPAEENC Kol KATAAANAOG agpLloUdG. H TeAk Tagwvdunon
eEapTaTal and cuykévtpwaon/ulyua.

JuyKeKpLUévn mapTida avagpopdc: 1000 mL. MpwTto cvoTaTikd: 1WdLo, 60 g. EAEyETE aveEApTNTA TN XNULKA
Hop®r, TIG HOVEDEG Kal KEBE KALHAKWaonN TPy and CoyLan.

EAEYETE 6TL N XNUKA Hopor kat N B&on cuykévtpwong m/m, m/V 1§ V/V cuewvolv e Tov Tiivaka. Mnv e§lowveTe
g Kat mL xwplg Tekunplwpévn mukvdTnTa. EAEYETE BLOYELO/KPLUOTAAAWON KAl TNV akPLBr) 066 eQapuoyrG.
KataypdyTe yla TNV Tomkr avéAvon moagdtnta avd napaokevr, ouxvotnTa epyaciag, SLdpKeLa avoLlKToD
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHOTIKOTNTA TWY HETPWY EAEyX0L. AuTd elval otowxela etlcdbouv
NG aEloAdynong- 6ev amnodibetal MPooXNUATIKOG TEAKOC BaBUdC KlwbOvou.

MtNTkdG SLAADTNG TNG OLYKEKPLUEVNG @SPOLAAG: ABavoAn 70% kat’ Oyko g.s. ad 1000 mL. AopakpOvETE
nnNy£éG avaeAeEncg, neplopiote atuolC Kat avolkth eEdtuion. EAEyETe ovpBatdTnTA EEQEPLOUOD, NAEKTPLKOD
€EOMALOMOU KOl TTEPLEKTN UE TOV OLUYKEKPLUEVO BLOAADTN.

Znueio eAéyyou amodéopevong: emPBeBatwote TeAkd dyko 1 udla otn Oeppokpacia avagopdc, diadyela A
npoBAenéueVn dlaomopd Kal CLHEWVIA TIEPLEKTN/MWUATOG LE TN ouvTayr. MNa OYKOPETPLKH avaywyr Knv
eElowveTe g HE ML Xwp(C TeKuNPLwPEvn ukvéTNTA.

High iodine concentration and a flammable solvent require separate clinical and occupational exposure
assessment. Do not equate this formula with dilute iodine tincture or povidone-iodine.

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

Reference batch: 1000 mL. First ingredient: lodine, 60 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 70% v/v g.s. ad 1000 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: [1], [3], [6], [7], [12], [14]
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Tekpunpiwon BUD / BUD rationale

Agv gvtomni{oTnke €8LKA MELPAPATIKA BLEPKELX IOV Vo KAAOTITEL OAGKANPN TNV akpLBA glvBeaon, Tov MEPLEKTN Kal
TN HLKPORLOAOYLKH KaTaAANASTNTA.

Z0oTnUa dLaAdTn: aBavéAn 70% V/V éwc 1000 mL. EmAéyetal ocuvTtnenTkd kKatnyopia bdaTIKod aAkooAolyou
OLOTAMOTOC UE OVTLULKPOBLOKE CLVELCPOPA TOL BLaADTN, XwPI(G dlekdiknaon aw <0,6 A HEYAAVTEPOL N LOATLKOD
oplov. H KataAANASTNTA TNG GLVTAPNONG OTO AKPLBEC TEALKO Hiypa Mapapével TpolndBean. AV HETAQEPETAL O
xpovog oe apaiwon.

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

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

O yevikdG kavédvag anoteAel ouvTNPENTLIKS dpLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnNTag TNG
nopTidac. H katnyopia ovuvdéeTal Ye TNV TEAKA oOVOEDN, TN CLVTAPNON KAl TG EMTPENOUEVEG BEPUOKpATieC. H
T aw 6gv mMPokOTTEL and To MoooaTd vEPOL N TNV amMWAeLa KaTtd TNV EApavon. MNa tekunpiwon xpnoluonotiote
SOP-014 kat F-006- ywa €161krj aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw og k&Be un oteipo napackedaopa. H tekpunplwpévn tagwéunon tng
OLYKEKPLPEVNG a0vBeang umnopel va xpnotpomnole{tal wg 0dnydc: kataypdeeTal pntd we ekTiunon Kat éxt wg
pétpnon. Auei{BoAn r oplakr Tagwéunon anottel €6Lkd TEKPAPLO A KATAAANAN H€TPNoN. H nuepounvia TeALKOO
okeLAopaToc 6ev vmepPBaivel Tn SlaBéoiun NUEpounvia Twy BN MOUPACKEVATUEVWY CLOTATIKWY/BACEWY, EKTOC Qv
€xeL voBeTnOel emapkAc €6k TEKUNPlwon yla TNV akpLBr TeALKA obvBeaon.

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

Solvent system: ethanol 70% v/v to 1000 mL. 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 agueous 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.

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: [11], [9], [101], [11], [13], [15]

Mpoamaitovpeva / Prerequisites

Agv anatteltal ywplotrh Bdon HE KWOLKO uNTPwou. Tuxdv eUToplkd OYXNUA TIAPAUEVEL TO AKPLBEC KATOVOUOTOUEVO
npoidv tou mivaka.

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

References: [1]
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EEomAlopoGg / Equipment

Zuyo6¢ KaTtdAANANG eAdxLotng C0ylong, youdi/omepog i opoyevonolnthg, doxela avdulEng, ondTovAeg,
BepudueTpo dtav vndpyxel O€puavaon, dpyava oyKopETPNoNG yla noodtTnTteg 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

1. Zvyiote wWwbdLo 60 g kat Kl 40 g.

2. AlaAbote Ta 600 cuoTaTIKA o HEPOG aBavOANG 70% v/v oOUPwva e Th obvBeon tng JP.

3. ZUUMANPWOTE e Tov (Lo BlaAldTNn péYPL 1000 mL kat avaulEte. H ouykekpluévn oelpd mpooBrikng, SldpKeLa Kal
Bepuokpaoia dev mpoodlop(Covtal aTnY €L6LKH Hovoypapia Kal 0pLaTIKOTOLO0VTAL 0TO ToTké SOP.

1. Weigh iodine 60 g and Kl 40 g.

2. Dissolve both ingredients in part of the 70% v/v ethanol according to the JP formula.

3. Make up to 1000 mL with the same solvent and mix. The specific order of addition, time and temperature are
not specified in the individual monograph and must be finalised in the local SOP.

References: [1], [2]

Napatnpnoclg / Observations

H neplekTikéTnTa Lwdlov elvatl 6% m/V, dxt 6% m/m. H avaypaeri 70% a@opd Tov SLaAdTn ToL MPooTiBeTAL KAt
bev avTikaBlotd tn Sokiun alcohol number touv TeAkol npoidvtod.

H eEetaoBeloa Ny mapapével n ayyAkr JP XVII. H PMDA emBeBatwvel €kdoaon JP XIX otig 10 AnptAiov 2026 Kat
npoBAEneL ayyAkr £€kdoan evtdg €Toug. ZTNY Napolvoa epyacio 5ev OAOKANPWONKE GOYKPLON TOL MARPOLG TEALKOD
LOTIWVLKOL KELUEVOL OAWY TWV OYETIKWV LOVOYPaQLWY: dev dnAWveTAL cuPUépPwan ue JP XIX.

lodine strength is 6% w/v, not 6% w/w. The 70% refers to the added solvent and does not replace the
finished-product alcohol-number test.

The reviewed source remains English JP XVIII. PMDA confirms JP XIX publication on 10 April 2026 and schedules
English publication within one year. This work did not complete a comparison of the full final Japanese text of all
relevant monographs; no JP XIX conformity is claimed.

References: [11], [16]

MNeplékTnNG KaL ovokevaoia / Container and packaging

EpunTik& KAELOTOC TMEPLEKTNG KATA JP. H pwTompooTaTeLTIK QLAAN anoTeAel cuVTNENTLKY TOTLKA €MAOYH HE
Bdon ta otowxela Kl kat anattel EAeyyxo ovpBaTédTNTAG.

JP requires a tight container. A light-resistant bottle is a conservative local choice based on Kl information and
requires compatibility assessment.

References: [1], [5]

EmioApavon / Labelling

Bapupa twdiov JP 6% pe wdlovxo kdAlo 4%

EEwTeptkr xprion

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviig / 66on / ouxvéTnTOo:

®OAaEN: EpunTikd KAELOTO. H JP 6ev opiCeL €6wW Beppokpaaia § xpdvo xpriong. H emAoyrh pwtonpoataaiag
BaoiCetal xwplotd ota otolyela MPWTWY LAWY. Makpld and nny£EG avaAEENG.

©eppokpaoia yla To BUD auTtAg tng naptidag:
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lodine Tincture JP 6% with potassium iodide 4%

External use

Quantity: __ Batch:

Prepared: __ Useby:

Patient / dose / frequency:

Storage: Keep tightly closed. JP specifies no temperature or beyond-use period here. Light protection is separately
based on raw-material information. Keep away from ignition sources.

Temperature for this batch BUD:

References: [1]

MoloTikO¢ éAeyxoc / Quality control

Tavtomnolnon: KLavod €wWG LWOEC XPWHA HE AULAO YA LwWdLo: avTidpdaslc KaAlov/twdlolyxoL oTo eneEepyaouévo
delypa katd JP. Mpoodloplopdc wdiov: kKAdoua 5 mL titAodote({tal pe BetoBeukd vatplo 0,1 mol/L petd tnv
npoBAenduevn npoacBrikn Kl, vepoL Kat HCI- 6e{ktng duvAo. 1 mL TitA0d6TN =12,69 mg |. NMpocbloploudg Ki:
EexwpLotd KAGopa 5 mL pe wdkd kdAo 0,05 mol/L otnv npoBAenduevn dipaatkr 6&vn péBodo-
Kl(mg)=16,60%[a—b/2], 6ov a=mL twdkoV Kat b=mL Bglo00ellko amnd Tov npoasdloplopd wdiov. To 6pLo
3,8-4,2% a@opd To TEALKS SLdALUA, XL TO KAGOHA. O avaAUTLKOC XELPLOUOG XAwpoopuiou/HCI yiveTal uévo oe
KaTAAANAO £pyaoTrpLo.

H nuébodog, To 6plo amodoxAC, N MPAYHATIKA TIUA KoLl 0 EAEYKTAC KaTtaypdeovtal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdleTal
attioAdynan.

Identification: iodine gives a blue-to-purple starch reaction; processed sample gives potassium/iodide reactions
under JP. lodine assay: titrate a 5 mL aliquot with 0.1 mol/L sodium thiosulfate after the specified KlI, water and
HCI additions, using starch indicator. Each mL titrant equals 12.69 mg I. Kl assay: titrate a separate 5 mL aliquot
with 0.05 mol/L potassium iodate using the prescribed acidic two-phase method; KI(mg)=16.60x[a—b/2], where
a=mL iodate and b=mL thiosulfate from the iodine assay. The 3.8-4.2% limit refers to the final solution, not the
aliquot. Analytical chloroform/HCI handling requires a suitable laboratory.

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: [11], [2], [14]

®0Aagn / Storage

EpunTikd KAELOTO. H JP 6ev 0pilelL €6W Beppokpacia | xpdvo xpriong. H emAoyr pwtonpootaociag BaoiCetat
XWPLOTAE 0T oToLXE(d MPWTWY LAWY. Makpld and nnyEég avaeAegng.

Mo dldpkela mov amnodibetal amnd yevikd Kavova, epapudletal emmnAéov n BepUokpacia TNG EMAEYUEVNG
katnyoplog oto nedlo BUD. H iy 6&ev tekunplwvel avBaipetec aAlayéc Bepuokpaaiag.

Keep tightly closed. JP specifies no temperature or beyond-use period here. Light protection is separately based
on raw-material information. Keep away from ignition sources.

For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.

References: [11], [2], [5], [6], [8]

Awa0eon / Dispensing

Agv op(Cetal KAWLKEA SogoAoyia and tnv nnyr. H 6ldBeon xpetdletat enBeBaiwon évdelEng, 0600 Kat
OLYKEVTPWONG amd umebBLVYVO Papuakomold/latpd. Mnv KataniveTe: GUAAETE PakpLd amd naldid.

No clinical dose is specified by the source. Dispensing requires the responsible pharmacist/clinician to confirm
indication, route and concentration. Do not swallow; keep out of reach of children.

References: [1]

Sikalias Greek Formulary | Reference documentation 7



compounding.gr | 10.0 | 2026-10-14

v9_controls / v9_controls

To apBunTiké 6plo oto apyelo elval pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €YEL
opltotel BUD mpayuaTikAc mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBrigc obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N GUAAEN Kol Ta aTolxela eAéyyou PEMEL val YKPLOODVY YLl TN CUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapEn tng napaokevig. Epapudletal To GUVTOUGTEPO
TEKUNPLWHEVO 6PLo, PE XWPLOTO €AeyY0 BLdpKeELaG HETA TO dvolypa. Ta dpla USP elval texviké mAaiolo kat dev
napovotdfovtal 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.

AVEEGPTNTN EAANVLKA KOl ayYALKH andédoon/opydvwaon oTolxelwy TNG avaeepdpuevnc mNyng. Aev anoteAel enlonun petdgpaon fi €ykplon tTov
€kdOTN.

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