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KOAAWOL0 pE OOALKUVALKO KOl YAAXAKTLKO 0E0

Salicylic acid and lactic acid collodion

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

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: OvouaoTikA naptida nmnync 25 g - dtatnpolvvtal xwplotd ot pdlec kot dykol / Source nominal 25 g
batch; retain separately specified masses and volumes

ZvoTaTLKO / Ingredient MoooétnTta / Quantity

TAALKUALKS OED 259
Salicylic acid

FoaAaKTIKS 08D, PUPUOKOTIOLUAKHAG TOLOTNTAG 259
Lactic acid, compendial grade

ABavOAn 96% 0.5 mL
Ethanol 96%

AtaBuAaBépag 0.5 mL
Diethyl ether

EAQOTLKO KOAALDLO 199
Flexible collodion

MepLypa@n okevdopatog / Preparation description

ALovYEG, LEWOEG LYPS OV APAVEL LPEVLIO PETA TNV €EATULON TOL dlaAvTN. H nnyr} ovopddel Tnv naptida 25 g, aAA&
S{vel KTEG HovAdEG - Bev amodideTal avbaipeTa akpLBEC TEALKO% m/m H TEAKOG OYKOG.

Clear viscous liquid leaving a film after solvent evaporation. Source calls the batch 25 g but uses mixed units; do
not infer an exact final w/w percentage or volume.

References: [1]

Apaon kai xpon / Action and use

EvTtomnopévn KepaTtdALON O€ KOWEG/MEAPATIO(EG HUPUNKIEG ] KABOPLOPEVEC UTIEPKEPATWOELG. AntatTe{Tal OWOTH
dldyvwaon NG BAABNC - 6ev e@apudletal o€ oniAoug 1 OMOMTEG XPWHATIKEG AAAOLWOELC.

Local keratolysis for common/plantar warts or specified hyperkeratoses. Confirm lesion diagnosis; do not apply to
moles or suspicious pigmented lesions.
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References: [1]

Mpobiaypagéc / Specifications

MAAPNG dLdAvan gaALlKLUALKOD 0E£0G, Blavyég LEWdEG mpoidv, amovaia EEvwy owpaTidlwy, AeLTovpyLkd
MWHA/EQAPUOTTAG. Agv dnuoatebovtal dpla LEWHoLS, SLaADTN i SPATTIKWY YL TOV TEALKS cLVBLAOUO.

Complete salicylic-acid dissolution, clear viscous product, no foreign particles and functional closure/applicator.
No numeric final viscosity, solvent-content or APl-assay limits are published.

References: [1]

®wg / Light

OLaAidlo kagTavoDd yuaAlol kat mpootaoia and ews. PwG Kat aépag evVoolY OXNUATIONS LTEPOEELSlWY aTNY
mPWTN VAN aBépa - epapudleTal To Mpdypappa eAEyxov/andéoupong SLAALTWY Tov epyaatnpiov.

Use amber glass and protect from light. Air/light favour peroxide formation in ether raw material; follow the
laboratory solvent monitoring/retirement programme.

References: [11], [2]

Aépac kKat o€eidbwon / Air and oxidation

EAG)L0TOG vOLKTOG XPOVOG Kot Aueco KAE(OWO: N anwAela atBEpa/atBavOAnG maxaivel TO LIEVIO KL LETOBAAAEL
Tn oOVOEDN. AEV GUUMANPWVETAL EUTELPIKE EEATULOMEVOC BLAADTNG.

Minimise open time and close promptly: ether/ethanol loss changes composition and film viscosity. Do not replace
evaporated solvent empirically.

References: [11], [2]

Nepo kat SiaAvtoTnTa / Water and solubility

Agv vndpxel mpdcoBeTo VOWP oTOV Tivaka - vEPS Pnopel va MpoépxeTal and TG KABOPLOUEVEG PAPAKOTIOLAKES
MPWTEG DAEC. MNV apalwVveTE Pe vePS | aAAGleTe Tov BaBud oE€og/KoAAwdiov.

No added water is listed; water may enter through the specified compendial materials. Do not dilute with water or
change the acid/collodion grade.

References: [1]

Yypaoia / Humidity

ATMOTEAEOPATIKG KAE(OLHO Yo amo@uyr HETABOAAG SLaAlTn. Aev kaBopileTal dpLo oxeTIKAC vypaaoiag 1 HETPNUEVO
aw - n un vdaTikA éyn dev apkel yla anédoon 180 NUEPWV.

Effective closure limits solvent-composition changes. No room-humidity limit or measured aw is supplied;
apparently nonaqueous character does not support a 180-day assignment.

References: [1]

Oeppokpacia / Temperature

AvauEn xwpic Bépuavan. POAaEN kK&Tw 20 °C énwc opillel N Ny, Hakpld amnd BepudTNTA/AVAPAEEN. O aBépag
elval eEalpeTikd MTNTKAG Kal EDPAEKTOG.

Mix without heating. Store below 20 °C as the source requires, away from heat/ignition. Ether is highly volatile
and flammable.

References: [11], [2]
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pH kai ovpBatétnta / pH and compatibility

Agv vnidpxet emkLPWPEVN PEB0BOC ) dpLo pH yia autd To MTNTIKS gOoTNUA. ANA HETPNON WG LEATIKG SLdAvua
6ev elval LloodOvapog €Aeyxoc Kal 6ev emTpéneTal eEovdeTépwan oEEwv.

No validated pH method/range is supplied for this volatile system. Treating it as an aqueous solution is not an
equivalent test; do not neutralise its acids.

References: [1]

AAAeG aAAnAembpaoclg / Other interactions

Aloxwplote alBépa and oEelOWTIKA. EAEYETE TUXOV KOAOPWVLO OTO ETAEYHEVO KOAAWSLO yla K{vBuvo
deppatitidac €€ enagnc - 6ev Bewpeltal 6TL dAa Ta EAAOTIKA KOAAWSLA €xouv Tnv (dla abvbeaon.

Segregate ether from oxidisers. Check whether the selected collodion contains colophony relevant to contact
allergy; flexible collodions are not assumed compositionally identical.

References: [2], [3]

EwbiIkd otolxeia ovotatikwy / Ingredient-specific information

ZOALKLALKS Kol YOAQKTLKO 0ED lval KEPATOAVTIKE - TO KOAAWSLO oyxnNUaTileL To LUEVLD. Ta 2,5 g YAAQKTIKOU 0E€0G
a@opolv TNV MPWTn OAN RFE 0458 pe tTnv KaBoplopévn mepLlekTikdTNTd TNG, O)XL avbaipeta 2,5 g dvudpou oéog.
Zuyiote 19 g KoAAwS{ov - 6yt 19 mL.

The acids supply keratolysis and collodion forms the film. The 2.5 g lactic acid refers to RFE 0458 material at its
specified strength, not an assumed 2.5 g anhydrous acid. Weigh 19 g collodion; do not measure 19 mL.

References: [1]

NMpootacia epyalopévwy / Staff protection

Anaywyn aTUwY KaTEAANAN yio eOPAEKTOUC BLAADTEG, YUOALd, ModLd Kat ocupBatd yavtia. Kaula pAdya/amveripag
1} Bépuavaon. O aBépac Slatnpeital 0To eyKEKPLUEVO oOOTNUA EAEYXOL UTIEPOEELDIWY * BEV TUUTILKVWVOVTAL
moAald vroAe{ppaTa.

Use extraction suitable for flammable solvents, goggles, coat and compatible gloves. Exclude flame, sparks and
heating. Manage ether under the approved peroxide-control programme; do not concentrate aged residues.

References: [2], [4]

ExTipnon kKivdéovovu / Risk assessment

KOplot kivduvol: avdeAeEn, atuol, oEéa oe vyLléc 6€pua kat adyxvaon g/mL. Oxt og mpdowmo, yevvnTtikd épyava,
BAgvvoybévoug 1 epeBLOUEVO/LOALTEVD BEPUA - KATW 2 £TWY avTeVBE(kvLTAL 0TNY MNYA. AlaBrATNG/MEPLYEPLKA
KUKAo@opla Kot HEYAAN emPAvELR anaLlToOv €Lk KAWLKA Kplon.

Major risks: ignition, vapours, acid injury to healthy skin and g/mL confusion. Avoid face, genital sites, mucosa and
inflamed/infected skin; source contraindicates use below 2 years. Diabetes, peripheral circulation problems and
extensive lesions require specific clinical assessment.

References: [1], [3]

ZuvOnkec mapaockevnG / Compounding conditions

H nopaokevr ylvetal Katd nmpotiunon oto TeAKS KaoTavd QLAABLO Yo MEPLOPLOPS AMIWAELWY. AvaAoyikr adEnaon
OAWY TWVY aVOYPAPOPEVWY CUOTATIKWY, HE XWPLOTH KALMAKWON g Kat mL - xL avBaipetn cvunAfpwon ota 25 g
25 mL.

Prefer compounding in the final amber bottle to limit losses. Scale every listed component proportionally, keeping
g and mL separate; do not arbitrarily make up to 25 g or 25 mL.

References: [1]
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Tekpunpiwon BUD / BUD rationale

H akpBrg povoypagio opiel 1 pAva o kaoTtavd, oteyavd KAELGTO gLaAdLo, < 20 °C kal npootaoia and ewg.
YwoBete(tal 6pLo avapopdc 28 nuepwv kKat éxL mépa and 1 nuepoAoylakd priva bméd avTEG TG TPolMoBETeLg. Agv
evToniotnke aveEApTNTN HEAETN akPLBOUC olvBeong/meptéktn. H Blopnyavikr didpketa Tov Duofilm dev
HETa@épeTal £6W. EKSoTIKA cOUBacon: Ta pnviaia épla TNG MNYAC MAPAPEVOLY NUEPOAOYLAKA: TO apLOUNTIKS 6pLo
pHeTaTpomAC elval 28 NuEPeC yia évav prva f 89 yla TPELG: TLXOV XWwPLOTA emAeypévo BpaxlTepo 6pLo
egakoAovBel va vmeployveL. MpdkeLtal yta ouvtnENTIKA HeTATPOTH, O)L avToAeEel 6pLo TNG MNYNAG.

The exact monograph specifies 1 month in tightly closed amber glass below 20 °C, light-protected. Reference
ceiling is 28 days and no later than 1 calendar month under those conditions. No independent
exact-formulation/container study was retrieved. Duofilm industrial shelf life does not transfer. 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: [11], [3]

MpoanaiToVpeva / Prerequisites

Anattei{tal eAaoTIKd KOAAWOLO TEKUNPLWHEVNG QaPUAKEVTIKAG oldTtnTag Kat cbvBeong. To CGR-BP-033 pmnopel va
agloAoynBel wg dlagopeTik pappakomnowakr Bdan, aAAd dgv dnAwveTatl avTéUATA TALVTOCNUO HE TO VALKS TNG
AEMPS.

Qualified pharmaceutical flexible collodion with documented composition is required. CGR-BP-033 is a separate
compendial base to assess, not automatically the identical AEMPS input.

References: [1]

E€omAlopog / Equipment

Zuyo¢, KaoTtavd YUAAWo LaAiblo, KaTtdAANAN Baduovounuévn ovokevr ywa 0,5 mL albépa/atbavdéAng Kot fra
avadevon. To KOAAWSLo mapaAauBdveTal e COyLon, OXL UE OYKOUETPNON OE AvOLKTO KOALVEPO.

Balance, amber bottle, suitable calibrated device for 0.5 mL ether/ethanol and gentle mixing. Measure collodion
gravimetrically, not in an open volumetric cylinder.

References: [1]

M£00o60¢ mapaokevnc / Compounding method

210 KaoTtavd elaAi{blo elodyete 2,5 g OaAlKLALKOD Kal 2,5 g yaAakTikol o€€oc. MNMpoabéote 0,5 mL atBavoing 96%
Kat 0,5 mL atbépa kat avauiEte. Zvylote péoa oto (6Lo eLaAidlo 19 g eAaoTikob KoOAAwSI(ov. KAsloTe Kal avaui€te
HEXPL A PN BLdAvon, xwplg B€ppavon A napateTapévn €KBeon otov aépa.

Place 2.5 g salicylic acid and 2.5 g lactic acid in the amber bottle. Add 0.5 mL ethanol 96% and 0.5 mL ether and
mix. Weigh 19 g flexible collodion directly into that bottle. Close and mix to complete dissolution without heating
or prolonged air exposure.

References: [1], [2]

Napatnpnoclg / Observations

Agv peETATPEMETAL TO OVOUOOTIKS 25 g o€ akpLBr BewpnTikh pala xwpelc TIg MUKVOTNTEG/BABUOLG TWVY
TMPAYHUATIKWY LALKKWY. Kataypdyte TeAkn pala Kat anddoon - onUOvTLK amwAELa dLaAdTn anattel
anéppuyn/diepedvnon.

Do not treat nominal 25 g as an exact theoretical mass without the actual material grades/densities. Record final
mass and yield; material solvent loss requires rejection/investigation.

References: [1]
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MNeplékTNG KaL ovokevaoia / Container and packaging

KaoTtavd yudAwwo @LaAidlo pe oteyavd, xNUIk& ouBatd mwua - BoupTodKL ] OIATOLVAN EVOWMUATWHEVA GTO WU
SdLlevkoAbVoLY gvTomopévn eQapoyr.

Amber glass bottle with solvent-compatible tight closure; an integrated brush or spatula supports localised
application.

References: [1]

MoloTikO¢ éAeyxoc / Quality control

EAeyxog COylonc/puétpnaong, dladyelag, MARPOLG BLAALONG Kol OUOLOLOPPOL LUEVIOL 0 KATAAANAO adpavég
S60ok{Lo wg Tomkdg AeLtTtoupyLlkdG €AeyxoG. EAeyXoC oTeEYOVOTNTAC KAl EQAPUOOTH. AEV TEKUNPLWVETAL SOKLUA
SpaOTIKWY He omTIKA €E€Taan Hévov.

Verify quantities, clarity and dissolution; locally assess film formation on a suitable inert test surface. Check
closure and applicator function. Visual inspection does not establish active content.

References: [1]

®0Aagn / Storage

KAgloTté Kat mpootateupévo amnd ewg, < 20 °C, pakptd and nnyEG avAeAeENG. TnPoOVTOL OL TOTILKEG AMOLTATELG
amoBAKELONG EDPAEKTWY LYPWV.

Keep tightly closed and protected from light below 20 °C, away from ignition sources. Follow local
flammable-liquid storage requirements.

References: [1], [2]

AwaOeon / Dispensing

Mévo aTn Slayvwaopévn BAGRN * MPOCTATEYTE TO YELTOVLKO B€pUa e HOAQKH Tapa@ivn dnw MeEPLYpd@eL n nyn.
ATOQUYETE €L0TVON ATUWY, KATVIoUA Kal QASYX KATE/UETE TNV €@apuoyr. ZuxvoTnNTa/GldpKELX COUPWYVA UE TOV
guvtayoypdo.

Apply only to the diagnosed lesion; protect adjacent skin with soft paraffin as in the source. Avoid vapour
inhalation, smoking and flame during/after use. Follow prescribed frequency and duration.

References: [1], [3]

Enmionpavon / Labelling

KOoAAWSBLO OaALKLUALKOU/YaAaKTIKOD 0E€0G - MONO EZQTEPIKA - EYOAEKTO. E@apuoyr otn BAGBN__. KAelote
opEoWG. DOAaEN < 20 °C, pakpld and ewg/eAdya/madid. Maptida_ /Mapaockevr_/Xprion €wg__.

Salicylic/lactic acid collodion - EXTERNAL USE ONLY - FLAMMABLE. Apply to lesion__. Close immediately. Store
below 20 °C, away from light/flame/children. Batch__/Prepared__/Use by__.

References: [11], [2]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €xEL
oplotel BUD mpaypaTikAc mapTtidag kat 6ev éyxouv napaydel petprioelc aw. H akplBrigc obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TPEMEL val EYKPLOODVY YL TN CUYKEKPLUEVN
epappoyn. H évap&n tou vmoAoylopold BUD sival n évapEn tng napaokevic. Epapudletal To CLVTOUOTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO0 BldpKelag HETA TO dvolypa. Ta dplta 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
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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 mapanopnég / Sources and references

[1] AEMPS - Formulario Nacional - FN/2003/FMT/006 COLODION CON ACIDO SALICILICO Y ACIDO LACTICO

Current AEMPS standalone PDF; code FN/2003/FMT/006 | PDF p 2 §§3-7; subsequent safety and patient information | Exact formulation,
process, source shelf life and formulation-specific precautions; independent factual compilation, not official translation. | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/monografias/formulas-magistrales-tipificadas/fn_2003_fmt_006.pdf
[2] CDC/NIOSH Pocket Guide - Ethyl ether

Page reviewed 30 October 2019; retrieved 13 October 2026 | CAS 60-29-7; incompatibilities, fire risk, exposure and protection | Diethyl ether
raw-material hazards; no finished-product stability/BUD claim. | 2026-10-13

https://www.cdc.gov/niosh/npg/npgd0277.html
[3] Thornton & Ross - Duofilm SmPC

Text revised 25 June 2021; retrieved 13 October 2026 | §§4.3-4.6 and 6.1 | Primary authorised product information for a different
salicylic/lactic collodion. Corroborates local toxicity precautions; composition, dose, shelf life and solvent percentage are not transferred. |
2026-10-13

https://www.medicines.org.uk/emc/product/11921/smpc
[4] CDC/NIOSH Pocket Guide - Ethyl alcohol

Page reviewed 30 October 2019; retrieved 13 October 2026 | Flammability, incompatibilities and personal protection | Ethanol raw-material
handling; not a measured flash point or hazard classification of the finished mixture. | 2026-10-13

https://www.cdc.gov/niosh/npg/npgd0262.html
[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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