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CGR-ES-097 | 10.0
MofBLdovn 1wdlovxoc 10% m/V oe puOMLOTIKO QOopEéa,
OepHaATIKO SLGALMa

Povidone-iodine 10% w/v in buffered vehicle,
cutaneous solution

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

Bdon / Basis: 100 mL teAtkoU dlaAdpatoc / final solution

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

MoBLddvn wdLodyog 1049
Povidone-iodine

PUBULOTIKS BLEALUO PWOPOPLKWVY/KLTPLKWY pH 6,0, mapaokevalduevo dMwG otn g.s. ad 100 mL
uéBobo
Phosphate/citrate buffer pH 6.0, prepared as detailed in method

Meplypa@n okevaopatog / Preparation description

2Ko0POo KOoTavd, adla@avég SLaAvpa e A xapaktnelotik oopr wdiov [1]. Ta 10 g/100 mL &nAwvouy
OLYKEVTPWON TOL CLPTIAGKOUL TORLEAVNG-LWdiov, dxL 10% eAelBepouL wwblov. H Looppomia eAelBepoL/OeaUELEVOL
wdlov dev anodidetal and anAd vnmoAoylopd TnG H&gag Tov cuunAdkou [2].

Dark-brown opaque solution with a mild characteristic iodine odour [1]. The 10 g/100 mL amount specifies the
povidone-iodine complex, not 10% free iodine. The free/bound iodine equilibrium cannot be inferred simply from
complex mass [2].

References: [1], [2]

Apaon kai xpon / Action and use

AgPUATIKO aVTLONTITIKS YL TEPLOPLOUEVEG KATAAANAEC €QAPUOYEC TE aKEPALO HEPUA N MLKPEG EMLQPAVELAKES
BAGBec, abp@wva pe KAWLKA aEloAdynon [1,2]. Aev mapaokeLdTeTal WG oTe(Po 0QOAAULKS, EVEOKOLAOTIKG 1] YEVIKS
BAgVVOYOVLKO BLAALUA. EKTETAUEVO EYKOUUATO/XPOVIX TPADHATO amalTolv XwpeLoTo eEELOIKELUEVO OYXEDLO.

Cutaneous antiseptic for limited appropriate use on intact skin or minor superficial lesions following clinical
assessment [1,2]. This is not a sterile ophthalmic, intracavitary or general mucosal preparation. Extensive
burns/chronic wounds require a separate specialist plan.

References: [11], [2]
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Mpobiaypagéc / Specifications

Mnyn: okoOpo KaoTavéd adlagavéc vypd, Ara oour Wwolov, TEAkS pH 4,7 pe nexduetpo [1]. TopH 6,0 agopd Tov
@opéa mpLv pootede( To API. Agv dlveTal avoyr yopw and 4,7, aw, dokiur AET 1§ aptBunTikd épLo dlabéoiuov
wdiov oto TEAKS MPOoidY: aLTA Hev EMmvoolvTaL.

Source: dark-brown opaque liquid, mild iodine odour and final pH 4.7 measured by pH meter [1]. pH 6.0 concerns
the vehicle before APl addition. No tolerance around 4.7, water activity, AET result or finished-product
available-iodine limit is supplied; these are not invented.

References: [1]

®wg / Light

Kexplunopévio yuaAl kat pwTtomnpootacia ocOUPwva e TNV TTNYH. TO avTIONTTIKG 6ev anodnkeVeTal O dlapavéc,
avolytéd doyelo. OnTikA e§€Taon ylveTal ypriyopa HE QVTUMPOCWIELTIKS Selyua, SlaTNPWVTAG KAELOTH TNV KOPLa
ouokevaoia.

Use amber glass and light protection as specified. Do not store the antiseptic in an open clear vessel. Inspect a
representative sample promptly while keeping the main container closed.

References: [1], [3]

Aépac kat o€eidbwaon / Air and oxidation

H nnyn anattel epuntiké kKAe{owo. EAayloTomnolnon mopaTeTAUEVOL avolyHaToC Kol HEYAAWY PeTayy{oewy
npooTaTtelel TN oboTaon Kal mepLop(Tet emudAvvan. Agv TEKUNPLWVETAL avaykaia adpavic atudopatlpa f
OLYKEKPLPEVO EMITPETTO 0Euydvo.

The source requires tight closure. Minimise prolonged opening and repeated decanting to protect composition and
limit contamination. An inert atmosphere or numerical oxygen limit is not established.

References: [1], [3]

Nepo kat dtaAvtéTnTa / Water and solubility

Mopaokevr LOATIKWY SLAAVPATWY avTIEPAoTNP{WY PE KATAAANAO KEKaBapUévo DBWP. H ouykévTpwan dev
MELWVETOL PE EUMELPLKA apaiwan oTo gLaAidlo. H apailwon ennpedlel tnv woopportia twdiov kKat 5gv kKAnpovouel
QUTOPATWG To BUD 1 TNV £Qappoyr TG apxikic obvBeong.

Prepare aqueous reagent stocks using suitable purified water. Do not reduce concentration by informal dilution in
the bottle. Dilution changes iodine equilibrium and does not automatically inherit the original formulation’s BUD or
clinical use.

References: [1], [2]

Yypaoia / Humidity

Mo to TeAkS vypd Hev opletal oxeTikA vypaoia. Ma TIC OTEPEEC MPWTEC VAEG EMPBERALLIVOVTAL AKPLBWG TA
€vudpa dAaTa Kat oL GuVORKEG CoA/SDS. AQudATWUEVO PLTPOPLKS N dvudpo KLTPLKS 0ED dev CuyiCovTtal oTig (Bleg
HACec xwplc eykekpLPEvN Looduvapia.

No relative-humidity limit is given for the finished liquid. For solids, verify the exact hydrates and CoA/SDS storage
conditions. Dehydrated phosphate or anhydrous citric acid cannot be weighed at the same masses without an
approved equivalence calculation.

References: [11], [3]

Osppokpacia / Temperature

H napaokevn yivetal xwpic 8éppavon: n adyxpovn deppatiky SMPC eniong anotpénel BEpuavaon ML epapuoyr
[2]. H FN dev 6{vel aplOuntikr Beppokpacia gOAAENC yia avTtd To Poldy: n Tomkr eAeyXOueVn BEpUOKpaTia
KaBop(Tetal katd vloBéTnon TNE MNYNAG, XWPIG avbaipeTn peTagopd YOENC f emtayvvduevng oTabepdTNTAC.
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Prepare without heating; the current cutaneous SmPC also advises against heating before application [2]. FN
supplies no numerical storage temperature for this product; define local controlled storage when adopting the
source, without inventing refrigeration or accelerated-stability allowances.

References: [11], [2]

pH kait cupBatéTnTa / pH and compatibility

MpwTta emPBeRatwveTal 0 pLOPLOTIKOC popéag pH 6,0. MeTd Tn 6LAALON TOL GUUTASGKOUL TO AVAPEPSUEVO TEALKS pH
elvat 4,7. Xpnoomnote{tal mexdueTpo eMeLS TO €VTOVO XPWHA TMapEPUBEAAETAL OTIC TavieC. Agv ipooTiBeTaL
Bdon wote To TEAKS TPOIGY va YivelpH 6- amokAl{oeLlg dlepevvwvTal pe EAEYX0 EVODPWY/CUYKEVTPWOEWVY.

First verify the pH 6.0 buffer. After dissolving the complex, the reported final pH is 4.7. Use a pH meter because
the strong colour interferes with strips. Do not add base to force the finished product to pH 6; investigate
deviations by checking hydrates and concentrations.

References: [1]

AAAeGg aAAnAemibpaoelg / Other interactions

Agv ovyyopnyeltat/avautyvoetal e aAKAAL, uiepoEe(blo LEpoydvov, TaVPOALdIvN, Tavvikd oE0 ) dAaTa
apyvpov/LEpapyvpou [2]. H opyavikr emBdpuvon unopel va HELOEL TN dpdan: 0 XPWHATLONSGG eV e{val TOCOTLKS
anoTéAeoua SpacTikdTNTAG.

Do not co-apply or mix with alkalis, hydrogen peroxide, taurolidine, tannic acid or silver/mercury salts [2]. Organic
burden may impair activity; colour is not a quantitative potency result.

References: [1], [2]

Ewdikad otoxeia ovotatikwy / Ingredient-specific information

MoBLdévn LwdLodxoc RFE 1142 pe motonotnuévn tavtédtnTa/mepltekTikdTNTA. ®opéag: NazHPO4-12 H20 71,5 g/L
KoL KLTPLKG 0ED HovoDdpLkd 21 g/L, avaAoyia 63,2:36,8 katd dyko. To UBwWp Kol Ta avTidpaoThApLa mPénel va elvatl
KATAAANAQ YLQ QAPUOKEVTLKE TOPACKELH: N OVOUAO( «PLOULOTIKG QWOPOPLKWY» BEV ATOKAE(EL TO KLTPLKS
OLOTATLKOG.

H enionun mpwtn OAn PA/030 opiCel oOunAoKo Lwdiov/moBLddvng e 9,0-12,0% dlabEaipo wwdLo eni Enpng ovoiag.
H Coylon 10 g apopd to obunAoko, éxt 10 g kabBapol wwdiov. H mpodlaypapr Enpric Bdong xpeldleTal MPAyHATIKO
moTonolnNTkd Kat Hev elval AMoTEAEGUA TPOCDLOPLOPOD TOL TEALKOD SLAADPATOG.

Use povidone-iodine corresponding to RFE 1142 with verified identity/assay. Buffer stocks are Na2HPO4:12 H20
71.5 g/L and citric acid monohydrate 21 g/L, mixed 63.2:36.8 by volume. Water and reagents must be suitable for
pharmaceutical preparation; the label “phosphate buffer” does not exclude its citrate component.

Official raw-material PA/030 defines the iodine/povidone complex with 9.0-12.0% available iodine on the
dried-substance basis. The 10 g charge is the complex, not 10 g elemental iodine. The dry-basis specification
requires the actual certificate and is not an assay result for the finished solution.

References: [11], [4]

MpooTtacia epyalopévwy / Staff protection

Z0ywon okbévng o€ eAeyxOpevo anueio, ydvtia xwpig mobdpa, evdvpaaia epyactnplov kat mpootacia 0@BAAUWY
Katd dldAvon/uetagopd. Xpnowuomnotodvtat epyaAeia mov neplopifouv Slaonopd Kot XpwuaTtiopd. To SDS tng
MPAYUATIKAG MoBLESVNG-Lwdlov, éxL Tov oTolyelakol Lwdilov, kaBop(lel mpdodeTa pétpa ékBeang [3].

Weigh powder in a controlled area; use powder-free gloves, laboratory clothing and eye protection during
dissolution/transfer. Select tools that limit dispersion and staining. The SDS for the actual povidone-iodine
material, not elemental iodine, determines additional exposure controls [3].

References: [11], [3]
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ExTtipnon kivdovov / Risk assessment

Kplowa onueia: obyyxvon cuunAdkov/eAebBepou Lwdlov, AdBog évudpo pwogoplkd, eElowan gopéapH 6 e
TEAKOPH 4,7 Kat pikpoBLakr emuéAvvon. KAWLkd: Bupeocldonddela, padlevepyd LwbdLo, ABLo, EKTETAUEVN
anoppdéenan, Bpéen, knan/nAaoudc kat vmepevatadnalia [2]. H abyxpovn SMPC anayopebet xprion kK&tw Ttov 1
€TOUG- Bev yeVIKEVETAL N LOTOPLKA MpdTaon yLa BAEvwoydvouc.

Critical points are complex/free-iodine confusion, wrong phosphate hydrate, mistaking buffer pH 6 for finished pH
4.7 and microbial contamination. Clinical review covers thyroid disease, radioiodine, lithium, extensive absorption,
infants, pregnancy/breastfeeding and hypersensitivity [2]. The current SmPC excludes children under 1 year;
historical mucosal advice is not generalised.

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

ZuvOnkec mapaockevng / Compounding conditions

MapaokevdlovTal XWwPLoTA Ta 6V0 amoBéuaTa OTIG AVaPEPOUEVEG OLUYKEVTPWOELG. MNa 100 mL gopéa
avapyvoovtal 63,2 mL gwa@optkol anoBéuatog kat 36,8 mL KiTpltkol. O gopéag xpnotuonote{tal g.s. 0To TEALKO
npotév: 6ev mpootiBevtatl 10 g APl og 100 mL gopéa Bewpwvtac TL 0 TeEAKOG OyKog apapével 100 mL.

Prepare the two stocks separately at the stated concentrations. For 100 mL buffer, combine 63.2 mL phosphate
stock with 36.8 mL citrate stock. Use buffer g.s. in the finished product: do not add 10 g APl to 100 mL buffer and
assume the final volume remains 100 mL.

References: [11], [3]

Tekpnpiwon BUD / BUD rationale

H AEMPS avoa@épel 3 HAVEC OE EPUNTIKA KAELOTO QWTOMPOCTATEVHEVO TIEPLEKTN [1]. Agv evToni{oBnKe MPWTOYEVHG
MEAETN TOL va TALTICETOL E AVTO TO GUYKEKPLUEVO PUBULOTLKG, YUAALWO QLaAidlo kat dladikaaia. To 6ixpovo
eunoplké 6plo Betadine dev petagépetal [2]. AvtaTto éplo ava@opdc 89 nuépec Kat MoTé mépa and 3
NUEPOAOYLOKOUC UAVEG, LTS EYKEKPLEVN TOTILKI LLOBETNON TNG aKPLBOVUC olvBeaNnc/Bepuokpaciac/eAEyXwWY:
MIkpOTEPN AREN LALKOD vmEpLoyVEL. Agv amoTteAel aw/AET ] TEKUNPLWUEVO YEVIKO 35 APEPO GLVTNPENUEVOL
npoilévTtoc. Xwpic tomkd oxédlo Bepuokpaciag Kot KATaAANAGTNTOC Bev eKO(BETAL ALTOPATWE NUEPOPNVIa.
Ek6oTikr] oOuBaon: ta punviaia épla TNG MNYAC MAPAUEVOLY NUEPOAOYLAKE: TO aPLBUNTLKO Oplo HeTATPOMAC lval
28 nNUEPEG Yy €vav prAva f 89 yla TPELG: TUXOV XWPLoTd emAeypévo BpaxiTtepo 6pLo eEakoAoubel va uepLoyVEL.
MpdKeLTal yla cuvTNPENTIKA HeETaTPoMH, OXL aLTOoAEEE( dplo TNG MNYrC.

AEMPS states 3 months in a tightly closed light-protected container [1]. No primary study matching this exact
buffer, glass bottle and process was identified. The 2-year commercial Betadine shelf life does not transfer [2].
The reference ceiling is 89 days and never later than 3 calendar months, conditional on approved local adoption
of exact composition, temperature and controls; earlier material expiry prevails. This is not aw/AET evidence or a
validated general 35-day preserved-product assignment. Do not automatically assign a date without a local
temperature/suitability plan. 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], [2], [3]

Mpoamaitovpeva / Prerequisites

O pLOULOTIKEC Popéac MapaoKeLAZeTal EVTOC TNG Hladikaoiag amd Ta 600 dNAwPéva amoBéuaTta Kat eAEyyxeTalpH
6,0. Agv vrokaBiotatal pe dAAo «bufferpH 6», puoloAoyikd opd 1 epnopikr MoBLEGVN-LWELo. XpeLdZovTal
dladikaoiec dLoAvpdTwy, BadbuovéunoncpH kat kabaplopol amnd twdlodya katdAouna.

Prepare the buffer within this procedure from the two specified stocks and verify pH 6.0. Do not substitute another
“pH 6 buffer”, saline or commercial povidone-iodine product. Solution, pH-calibration and iodine-residue cleaning
procedures are needed.

References: [11], [3]
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EEomAlopoGg / Equipment

Zuyapld, KAaTdAAnAa OYKOPETPLIKE Yo anoBépata 71,5/21 g/L kat avaioyia 63,2:36,8, doxelo avddevong,
BaBuovounuévo MeXEUETPO, KEXPLUMAPEVLO YUAALVO QLAAISLO e OTAYOVOUETPLIKS MWHA. EnaAnBedetal duvaTtdTnTa
KaBaplopol NAekTpodiov amd Tov £yxpwHo Qopéal.

Balance, suitable volumetric apparatus for 71.5/21 g/L stocks and 63.2:36.8 mixing, stirring vessel, calibrated pH
meter and amber-glass dropper bottle. Verify electrode cleaning suitability for the strongly coloured vehicle.

References: [11], [3]

M£00o60¢ nmapaokevnc / Compounding method

1. EnaArj®evon evOSpwv Kal mapaokeur Twv 500 anobeudtwv. 2. AvauEn 63,2 mL pwoeoptkol pe 36,8 mL
KLTPLKOU amoBépatog Kat éAeyyxocpH 6,0. 3. AtdAvon 10 g moBLddvng twdlodyxouv oe PEPOC Popéa. 4. ZLUUMARPWON
ME Tov (6lo popéa og TeAKE 100 mL kat avdugn. 5. Kataypaer teAtkoOpH 4,7/eu@dviong, cuokevaoia Kot
oteyavd KAelouo.

1. Verify hydrates and prepare both stock solutions. 2. Mix 63.2 mL phosphate with 36.8 mL citrate stock and
check pH 6.0. 3. Dissolve 10 g povidone-iodine in part of the buffer. 4. Make to final 100 mL with the same buffer
and mix. 5. Record final pH 4.7/appearance, package and close tightly.

References: [1], [3]

Napatnpnoclg / Observations

H ovopaoTik tox0¢ toovtal pe 100 mg ouunAdkov/mL. MNa 100 mL gopéa avTiotolyolv 4,5188 g Na2HPO4:12 H20
Kat 0,7728 g KLTplkoL PovoDdplkol péoa ota avtiotolya anobépata- avtol ol apBuol dev elval n avtdéuaTn
TeAKA obotaon 100 mL papudkov, eneldr o popéag mpootibeTalg.s.

Nominal strength is 100 mg complex/mL. The stocks in 100 mL buffer supply 4.5188 g Na:HPO4-12 H20 and
0.7728 g citric acid monohydrate; these are not automatically the quantities in 100 mL finished medicine because
buffer is used q.s.

References: [1]

MNeplékTNG KaL ovokevaoia / Container and packaging

KexpLumapévio YUAALO QLOA(BLO e OTAYOVOUETPLKS o0OTNUA Kal EVBELEN MPWTOL AVO{YHATOC, EPUNTLKA KAELOTO
[1]. KaOTAAANAN XNKLKE CUPBATOTNTA MWUATOC/MAPEURVOUATOG. AEV HETAQEPETAL N ouokevaola HDPE Ttou
BLHPOPETIKOD EUMOPLKOL MPOIOVTOC WC TEKUNP{waon avTtoL Touv deATiov.

Use an amber-glass dropper bottle with tamper evidence and tight closure [1]. Verify closure/liner chemical
compatibility. The different commercial product’s HDPE packaging is not supporting evidence for this sheet.

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

MoloTik6¢ éAeyxocG / Quality control

AveEAPTNTOG EAEYXOG TIPWTWY LAWV/HalWY, TEALKOVU dykov,pHpopEa Kot TEALKOOpHuE mexduetpo. EAeyxoG
EMQAVLONG/BLapporiG Kat EyKEKPLLEVO O0XEDL0 TPoadloplopol dLabéatou Lwdiov émou amnatteltal. To GKOOPO XPWHA
dev amodelkviel owoth dpacTikdTNTA, OTELPSTNTA H anovoia empéivvong.

Independently check raw materials/weights, final volume, buffer pH and final pH by meter. Inspect
appearance/leakage and use an approved available-iodine assay plan where required. Dark colour does not prove
correct potency, sterility or absence of contamination.

References: [1], [2], [3]
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®0Aa&n / Storage

EpUNTLIKA KAELOTO, MPOOTATEVUEVO AT PWC, OTN BepUOKPATia OV TEKUNPLWVETAL OTO EYKEKPLUEVO TOTILKS QUAAO.
Agv SnAWvETAL APOUNTIKS £0p0G WG MPodlaypaer) Tng AEMPS étav Sev Slvetal. Atakplth QUAAEN EEWTEPIKWY
OKELAOUETWY, pakpld and motdld Kot agOUBATA AVTLONTTLKAE.

Keep tightly closed and protected from light at the temperature documented in the approved local record. Do not
present a numerical range as an AEMPS specification when none is supplied. Store separately as an external
preparation, away from children and incompatible antiseptics.

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

A1aOeon / Dispensing

EAeyxoG Bupeoeldolg/padievepyol twdiov, nAkiag, KOnang/BnAacpoy, Atblov kat EkTaong eeappoynG. EEwtepikn
xprion pévo- anoeuyr 0eOAALWY, WTWY Kat BAevvoydvwy. Atakomnh Kat ag§LloAdynon og £€vTovo
epeblopd/unepevatobnoia. Asv mapovoldletal wg (6lo eunoptkd mpoidv f otelpo avTLoNmTLKS XELpovpPYE(OL.

Review thyroid/radioiodine history, age, pregnancy/breastfeeding, lithium and application area. External use only;
avoid eyes, ears and mucosa. Stop and assess marked irritation/hypersensitivity. Do not present this as the same
commercial product or a sterile surgical antiseptic.

References: [1], [2]

EmioApavon / Labelling

MoBLdévn wdLovxog 10% m/V - AEPMATIKO AIAAYMA. Agv givat 10% eAe0Bepo LWdL0. Mévo eEwTEPLKA Xprion: va
pNv katamnivetal. Meploxrn/ouxvétnta: . KaAd KAElopEVo, mpootaoia and we: Bepuokpacia: _ [eykekpLluévnl.
Noptida: . Mapaokevry: . Xprion éwg: . Moodtnta: . Makpld and matdid. compounding.gr.

Povidone-iodine 10% w/v - CUTANEOUS SOLUTION. Not 10% free iodine. External use only; do not swallow.
Area/frequency: __. Tightly closed, protect from light; temperature: _ [approved]. Batch: __. Prepared: __. Use by:
__. Quantity: __. Keep out of children’s reach. compounding.gr.

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

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €YEL
oplotel BUD mpayuaTikAc mopTtidag kal 6ev éxouv napaydel petprioelc aw. H akplBrigc obvBean, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TPEMEL val EYKPLOODVY Yyl TN CUYKEKPLUEVN
epappoyn. H évap&n tou vmoAoylopol BUD sival n évapEn tng napaokevic. Epapudletal To CLVTOUOTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO0 BldpKelaC HETA TO dvolyua. Ta dplta USP glval texvikd mAaiolo kot dev
napovotdfovtal wG eAANVIKH vopobeaia.

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 koL mapanopunéc / Sources and references

[1] AEMPS - Formulario Nacional: POVIDONA IODADA, SOLUCION DE

FN/2003/P0O/023; current standalone PDF | PDF p.2 formula/method/container/BUD; subsequent patient and safety sections | Master formula;
independently adapted, not an official translation | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_023.pdf
[2] AEMPS CIMA - Betadine 100 mg/mL solucién cutanea, SmPC

Text revisionAugust 2022; retrieved 2026-10-13 | Sections 4.3-4.6,6.1-6.2 | Current topical-povidone-iodine hazards/incompatibilities;
commercial excipients, container and 2-year shelf life do not transfer | 2026-10-13

https://cima.aemps.es/cima/dochtml/ft/36340/FT_36340.html
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[3] Ministerio de Sanidad - Guia de buenas préacticas de preparaciéon de medicamentos en servicios de farmacia hospitalaria

June 2014; official AEMPS copy | Annexes 3-4, PDF pp.51-58 | Nonsterile preparation risk assessment, equipment, packaging and quality
controls; not Greek legislation | 2026-10-13

https://www.aemps.gob.es/productosSanitarios/docs/2024/GuiaBPP-JUNIO-2014-VF.PDF
[4] AEMPS - Formulario Nacional, FN/2003/PA/030 Povidona iodada

Current standalone PDF retrieved 13 October 2026 | PDF p. 2, sections 3-5 and 10-11 | Raw-material identity, dry-basis available-iodine
specification, solubility, light/closure protection and incompatibilities; not final-product BUD or clinical-dose authorisation | 2026-10-13

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_030.pdf
[5] 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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