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EVOKaQuUTITO KOAAWSLO BP

Flexible Collodion

Mévo og eEeldikevpévo nAaiolo / Specialist setting only

OploTIKA oLVVTAKTIKA anoégaon / Final editorial decision

TeAkn anégaon tekunpiwong: dev evtoniotnke €6LKA HEAETN TOL VA BEPEALWVEL aplBuNTIKS BUD yla tnv akplBn
E0WTEPLKA MapaokevaldPEVN oOVOEDN Kal TOV MEPLEKTN TNG. MPOTIHETAL ETOLHO QAPUAKOTIOUAKO VALKO TNG
0KPLBOUG amalToOHEVNG TALTOTNTAG ATd EYKEKPLUEVO TIpoUNBOeLTH, e anodekTd CoA, Bldpkela kKot 0dnyleg peTd
TOo dvolypa. Aev eELOWVOVTAL OL SLAPOPETIKEG QPAPUAKOTIOLLAKEC OLVOEDELG OUTE Ol HEBVALWHEVECG EPYATTNPLAKES
MoPAAAQYEC. MO EOWTEPLKA MOpaywyr, N aw npénel va afloAoynBel pe péBodo KatdAANAN yla mTNTIKOOC SLAADTEG
KoL ao@OAR yla TN oLYKEKPLUEVN MATPA. XaunAr] aw 6gv anobelkvieL dlatripnon dtaAvTwy, otabepdTnTa,
oteyavdTnTa f EAEyx0 LTIEPOEELSIWY. Agv amodideTal avbaipeto 6plo 180 nuepwv. To apyelo amoTteAsl
0AOKANPWHEVN Hovoypapia avapopdc kot dev iotonolel anodeouevuévn naptida.

Final evidence decision: no product-specific study was found establishing a numerical BUD for this exact in-house
formulation and container. Prefer the exact required pharmacopoeial material from an approved supplier, with an
acceptable lot CoA, dating and after-opening instructions. Different pharmacopoeial formulas and methylated
laboratory variants are not automatically interchangeable. In-house production requires a volatile-compatible aw
assessment and written method/matrix safety suitability. Low aw does not establish solvent retention, chemical
stability, seal integrity or peroxide control. No arbitrary 180-day period is assigned. This is a completed reference
monograph, not certification of a released batch.

Anaitovpeva TekpApla / Required evidence

Xprion katdAAnAouv gunoptkod Collodion BP pe eykekpiuévn npodiaypaer. H cbvBson CGR-FR-006 dev anoteAel
TEKUNPLWHEVN aAUTOUATN avTIKATAoTACN.

Use qualified commercial Collodion BP against an approved specification. CGR-FR-006 is not an established
automatic substitute.

AKPLBriG TauTdTNTA KOt 0OVOECN TOL ATALTOVHEVOL PapUaKOoTOLakoD LALKOD, podlaypaer], COA MPAYUATLKAG
nopTtidac, nuepounvia/odnylec mpopndeLTH Kot KATAAANAOC OTEYAVOC MEPLEKTNG. ALAQOPETIKA PapUaKoToLia A
MEBLALWPEVN EpyaaTnplakh mapaAAayr 6ev TekpaipeTal Loodovaun.

Exact identity/composition of the required pharmacopoeial material, specification, actual lot CoA, supplier
dating/instructions and a suitable tight container. Another pharmacopoeial formula or methylated laboratory
variant is not presumed equivalent.

Mo €o0WTEPLKO TEALKS iypa: TekUnplwon Katnyoplog aw Pe HEOOBO AVOEKTIKA OE MAPEUPBOAEC TTNTIKWY BLOALTWY
Kat ypanth emBeRaiwon ao@AAELAC/KATAAANASTNTAC Yo alO€pa KAl TN OLUYKEKPLUEVN HATPA.

For the in-house final mixture, establish the aw category using a method resistant to volatile-solvent interference
and written safety/suitability confirmation for ether and the actual matrix.

KaTtdAANnAog éAeyxoc eEATuloNG alBépa/atBavdAng, oTeyavdTNTAG, ELPAVIONG, EQPUPUOCTEWY TTEPLEKTIKOTATWY
UTTOAE{UMATOC KOl OXNUATLONOU vueVIov. Epapuoyr eAEYyXWY MUPACPAAELAG KLl UTEPOEELDIWY COHQPWYVA PE TNV
mPWTN 0AN Kot TIG 0dnyleg Touv mpounBeLTH.

Suitable controls for ether/ethanol loss, closure integrity, appearance, applicable assays/residue and film
formation. Apply fire and peroxide controls according to the material and supplier instructions.
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Kpitipla kAswoipatog / Closure criteria

H ayopd kat ocuvABNG anodoyr TnG akpLBolg anattoduevng noldTntag KAe(vel TNV emAoyr MPWTNG VANG: dev
TEKUNPLWVEL aLTOHaTA VEA SLdpKeLa HETE amd avduLlEn, Tpomomnoinon f avacuokevaoia.

Procurement and routine acceptance of the exact required grade closes the material-selection question; it does
not automatically establish new dating after mixing, modification or repacking.

XounAr aw KAe{vel pévo tnv afeBatdtnTa TNG PLKPORLAKAG Katnyoplag. Aev anodelkviel Slatripnan SLaAALTWY,
otaBepdTNTA, OTEYAVOTNTA 1 EMAPKELA TOL EAEYXOL LIEPOEELSI{WVY.

Low aw resolves microbial-category uncertainty only. It does not establish solvent retention, chemical stability,
closure integrity or adequate peroxide control.

H nopovoa povoypagia dnuocledeTal WG OPLOTIKA £6LKA avagopd xwpelc véo apBuntiké BUD amnobéuatoc. H
MPAYUaTIKA Xprion anottel TEKUNPLwPévn moldtnTa Kat aopaAr diadikaaoia. H xprion otnv (dla guvedpla 6ev
LTIOKABLOTA TG AMALTATELG TALTOTNTAC, OUVOEONC KOl AOPAAELAC.

Publish this monograph as a final specialist reference without a new numerical stock BUD. Actual use requires
supported quality and a safe process. Same-session use does not replace identity, composition and safety
requirements.

Mebdio epapuoynic / Scope

TeAkr] ekdoTik andéeacn tnG 14.10.2026. Aev anoTeAE(! MOTOMONTIKG EPYAOTNPLAKWY ATMOTEAECUATWY A
anodéopevan naptidag.

Final editorial decision dated 14 October 2026. This is not a certificate of laboratory results or actual batch
release.

Mnyéc koL mapanopunég / Sources and references

[1] USP General Chapter <795> FAQs, November 1 2023

Questions 52, 60, 61, 62, 63; printed pp.11,14
https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
[2] ANSM: Collodion, Formulaire national 1994

pp.1-2, content limits; ethanol test; storage
https://ansm.sante.fr/uploads/2020/10/23/collodion.pdf

[3] Addium/AQUALAB manufacturer: TDL2 volatile-sample water activity method
Measurement principle, volatile samples, water-selective laser
https://aqualab.com/products/aqualab-tdI-2

[4] CDC/NIOSH Pocket Guide: Ethyl ether

Physical properties, incompatibilities and reactivities
https://www.cdc.gov/niosh/npg/npgd0277.html

[5] British Pharmacopoeia: Content Usage Licence for Individual Users
Sectionsl,4 and5

https://www.pharmacopoeia.com/single-user-online-licence

MpoéAevon kaiL mpéoBaocn oTnv Ny / Provenance and source access

BP: mpoéAevon amnd ta napexOUeEVA anmoondopaTa TS avapepduevng ékdoonc. H mpoéAevan, n ékdoon kat Ta dpLa
TWVY MOPEYXOUEVWY QTOCTIAOUATWY/BLBALOYPAPLKWY ava@opwyv Slatnpolvtal. To kel{pevo elvat n napexduevn Kat
avaBewpnuévn eyypaer Sikalias, 6yt véa mApng avadnuooievon Touv MpwToTodNoL TNG NNYACS. NpdoBacn cto
MANPEG mpwTtdTULTO YiveTal aTOV £MioNpo €kOATN, e TNV anattoOuevn ddela i guvdpopr. Agv dnAwveTal 4Tt
EKKPEUEC alTnua emavdyxpnong €xeL eyKpLOEL.

BP provenance: supplied extracts of the cited edition. Source provenance, edition and limits of supplied
extracts/references are retained. This is the supplied and revised Sikalias record, not a newly supplied complete
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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 Moootnta / Quantity

KoAogpwvio 259
Colophony
MapBévo kaoTopéAaLlo 259

Virgin castor oil

KoAAwbLo BP g.s. ad 1000 mL
Collodion BP

Mpoamaittovpeva / Prerequisites
KoAAwSLo BP / Collodion BP KoAAwdLo BP / Collodion BP

Meplypagn okevdopatog / Preparation description

AgppaTtikd dldAvpa: EOkapunto KoAAWSLo BP. Mpdobeta kpttrApLa EREEvLoNG 6V TEKUNPLWVOVTOL OTO £EETAOOEY
€161K0 Kkelpevo.

Cutaneous solution: Flexible Collodion. Additional appearance criteria are not established by the specific text
reviewed.

References: [1]

Apaon kai xpon / Action and use
MPooTATEVTIKS HEPUATOG.
Skin protectant.

References: [1]

Mpodiaypagéc / Specifications

H obvBeon Kat n TeALKA moodTnNTA akoAovBolv Tov mivaka (1000 mL). Asv divetal eldlkd aplOunTikd €0POC assay,
HikpoBLakod gopTiov 1§ puOKOXNHLKOD EAEYXOUL OTO €EETAOBEY €16k Keluevo- Hev anodibetal avbaipeTo 6pLo.

Composition and final quantity follow the formula table (1000 mL). The reviewed specific text gives no numerical
assay, microbial-count or physicochemical acceptance range; no unsupported limit is assigned.

References: [1]

®wg / Light

MoapBévo kKaoTtopéAaLo: mpootaoia and ewg.
ABEPaC: TO WG OLVEEETAL UE OXNUATIONOS LTIEPOEELDIWVY.

Protect virgin castor oil from light.
Light exposure contributes to ether peroxide formation.

References: [2], [3]
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Aépac kaL o&eidbwaon / Air and oxidation

KaotopéAato: mbavr oEeldwTIk T&YYLON.
ALB€pagc: purmopel va oxnuUaTtiosl ekPNKTIKE bepoEe(bla KaTd €KBean oe A€Pa/PWG.

Castor oil can undergo oxidative rancidity.
Ether can form explosive peroxides on exposure to air/light.

References: [2], [3]

Nepo kat SiaAvtotnTa / Water and solubility

Agv dlveTtal moooTikd éplo LEPOAVTIKAC OTABEPATNTAC TNE OLYKEKPLUEVNC obvBeonG. H moodTnTa Kal moldtnTa
VEPOL 6eV PHETABAAAETAL aTd TN CLVTAYN.

No quantitative hydrolytic stability limit is given for this formula. Retain the prescribed water amount and quality.

References: [1]

Yypaoia / Humidity

Agv dlveTal aplBunTiké dpLo oxeTikrg vypaciag yla To TeAkd okeDaoUa. ATtogebyovTtal SLaBpoxr MPWTWY LAWY
KOl HETOPOPA CUUMUKVWHAETWY 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

Mpwtn VAN napBévou kaoTtopéAatov: =25°C katd PA031. H Beppokpaocia napaokevrg kaboplfetal xwplotd and
™ ovvtayH.

Virgin castor oil raw material: =25°C in PA031. The formula separately specifies processing temperature.

References: [2]

pH kai oupBatétnta / pH and compatibility

Agv op{CeTtat €16kd €0pog pH TOL TEALKOD OKELAOTUATOG. Agv TipooT(BeTal pLOULOTAG PH XWPIG TEKUNPLWHEYN
oAAayrf 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

Agv napéxetal TAAPNG SokLu cuuBaTdTNTAC TOU UiyHaTog pe MpdobeTa SpaoTIKA 1 dLagopeTikd ékGoya. Ot
LTIOKOATAOTATELG AMALTOOY XWwPLoTh TeKUNPiwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.

References: [1]

El81ka otolxeia ocvotaTtikwy / Ingredient-specific information

Tavtonoinon kat B&on COylwong:

¢ Kohogwvio: 25 g.

* MapBévo kaoTopéAato: 25 g.

¢ KoAAwdLo BP: g.s. ad 1000 mL.

OL dnAwpEveG popeéc/moldTnTEG avrikouy otny akpBr) cbveean tng mnyrig.
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Identity and weighing basis:

e Colophony: 25 g.

 Virgin castor oil: 25 g.

¢ Collodion BP: g.s. ad 1000 mL.

The specified chemical forms/grades belong to the exact source formula.

References: [1]

MpooTtacia epyalopévwy / Staff protection

KaBapn pokpupdvikn epyaotnplakr evdupaoia, KEAvwn PaAALWY KOl YAVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvon/eBopd.

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

References: [1], [4], [5]

ExTipnon kKwvéovovu / Risk assessment

ALB€pac/KOAAWDBLO: ebPAeKTOL aTiol Kal K{vduvocg umepoEeldiwy: anatte(tal KATAAANAOG €AeyxX0G BLaAlTN,
0EPLOMOD KoL AVEPAEENG.

YuyKeKpLuévn nmapTtida avagopdc: 1000 mL. MpwTto cvotaTtiké: KoAopwvlo, 25 g. EAéyETe aveEdptnTa TN XNUWKA
Hop@r, TIC HOVADEC Kol KABe KALHdKkwaon pv and CoyLon.

EAEYETE 6TL N XNUKA poper Kat n B&on ouykEvTpwang m/m, m/V 1§ V/V oupewvolv pe Ttov mivaka. Mnv §LOWVETE
g kat mL xwplc Tekpunplwpévn nukvdtnTa. EAEYETE BLadyeLlo/KPLOTAAAWON KAl TNV akPLPBr) 066 eQapuoyrG.
KataypdyTe yia Tnv Tomkr avdAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKeLa avolkTol
XELPLOMOD, MBAVEC 0600¢G €KBEONG KL AMOTEAETUATIKOTNTA TWY HETPWY eAEy)OL. AuTd elval atolyela elgédov
NG aloAdynong: 6ev amnodibetal mMPooYNUATIKOG TEAKOC BaBUdC KLwbOvoU.

Inueio eAéyxov amodéopevong: emPBeBatote TeEAKS dyko | udla otn Bepuokpacia avagopdc, Stadyela A
npoBAenduevn Slaomopd Kal CUPPWYVIR TEPLEKTN/MWUATOG UE TN GUVTAYH. A OYKOUETPLKA avaywyrh KNy
eglowveTe g he ML xwpig TEKUNPLWUEVN TTILKVOTNTA.

Ether/collodion: flammable vapour and peroxide hazard; appropriate solvent, ventilation and ignition controls are
required.

Reference batch: 1000 mL. First ingredient: Colophony, 25 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.

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], [3], [9], [11]

ZuvOnkec mapaokevng / Compounding conditions

Mpw amnd avduEn: tavtonolnon XNUIKAG HopenC Kal apTidag kABe cuoTATIKOD, KaTaypapr BEWPNTIKWY
TMOCOTATWY Kal £AgyX0G KaBapldtnTtag Tov e§omAlopol. Ot Beppokpaaieg kat n oelpd mpoabrikng 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.

References: [1], [5]
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Tekpunpiwon BUD / BUD rationale

TeAwkr andégaon tekunpiwong: v evtoni{oTnKe €L6LKA HEAETN OV Vo BEUEALLVEL apLOUNTIKS BUD yla Ttnv akpBr
£0WTEPLKA Mapaokevalduevn oOVOBEDN Kol TOV MEPLEKTN TNG. MPOTIHATAL €TOLUO QapUaKoTolLaKd LALKS TNG
OKPLBOVUG AMALTOOHEVNG TALTOTNTAC AMd EYKEKPLUEVO TIPOUNOELTH, HE amodekTd CoA, Bldpkela Kal odnylec petd
TOo dvolypa. Agv €ELOWVOVTOL Ol BLAPOPETIKEG PAPUOKOTIOWOKEC CLUVOETELC OUTE OL LEBVALWHEVEC EPYAOTNPLAKEG
napaAAayEG. Mo eoWTEPLKA TTapaywyr, N aw MPEneL va agloAoynBel e péBodo KaTAAANAN yla MTNTIKOUG SLaADTEG
KOl aOQOAR Yla TN OLYKEKPLUEVN MATPO. XaunAr] aw Sev anodelkvieL dlatripnan dlaAvtwy, otabepdtnTa,
oteyavdtnTa A €Agy)0o umepogeldilwv. Agv anodibetal avBaipeto 6pLo 180 nuepwv. To apxelo anoteAel
oAoKANpwuévn povoypaeia avagopdg kot Sgv motonotel anodeopevpuévn naptida.

Final evidence decision: no product-specific study was found establishing a numerical BUD for this exact in-house
formulation and container. Prefer the exact required pharmacopoeial material from an approved supplier, with an
acceptable lot CoA, dating and after-opening instructions. Different pharmacopoeial formulas and methylated
laboratory variants are not automatically interchangeable. In-house production requires a volatile-compatible aw
assessment and written method/matrix safety suitability. Low aw does not establish solvent retention, chemical
stability, seal integrity or peroxide control. No arbitrary 180-day period is assigned. This is a completed reference
monograph, not certification of a released batch.

References: [3], [13], [14], [15], [16]

Mpoamaitovpeva / Prerequisites

KoAAW®GLo BP - akptBéc BonONnTikS LAKS ) evBLdPETO TNG MNYHAG: anattodvTal TauTtéTNTA, MPodlaypaen,
anodeopevpévn ToPTIOa Kal EAEYYXOG TNG OXETIKAC SLadikaoiag.

Collodion BP - qualified external pharmacopoeial material; supplier specification/CoA and released lot required

References: [1]

EEomAlopog / Equipment

Zuyo6¢ KaTdAANANG eAdxLoTng 0ylong, youdi/omepog i opoyevonolnTthg, doxela avdulEng, ondTovAEg,
BepudpeTpo dTav undpxel B€puavan, 6pyava OYKOUETPNONG YL MOoHTNTEG 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
AvauiEte puéxpl 6ldAvong Tou KoAo@wviov. APoTe TLXOV (CNUa va KaTakaBloel Kal petayyloTte To Slavyéc vypd.

Mix until the colophony dissolves. Allow any deposit to settle, then decant the clear liquid.

References: [1]

Napatnpnioels / Observations

XpNOoLUOTOHOTE AKPLBWG TO KOAAWDLO TNG MPoBAENSUEVNG TINYAG.

To oboTNUa MEPLEXEL MTNTIKOOC 0PYAVLIKOUC SLAADTEG. O avaALTIKOC CLVEPYATNG MPEMEL VA TEKUNPLWOEL 6TL O
aLodNTAPOG HETPE EMAEKTIKA LOPATUOS YWPIC MAPEUBOAR 1 ANWAELX dLAADTN Kat OTL N BetypaTtoAnyia mapapuével
QVTUTPOCWTELTIKHA. ALadLKAC Tivakag atBavdoAng-vepol 6ev 6{vel aw Touv KOAAWS{ov. H emtuxAgc aw Hev
vrokaBLoTd éAeyxo eEATULONG Kal AstTovpylag MWUATOG.

Agv vnoypewvetal KABe yaAnvikd ae epyactnplakh aw. ESW n analtnon mopapével e8Ik emAoyri Adyw TG
o0VOETNG MTNTIKAG MATPAC KAl TNG N enaAnBsupévng Katnyoplag. loxvpr, akplBWe epapudotun dnuoatevpévn
Tekunplwon ynopel va vnokataotAoel véa pétpnon: 6pyavo un KatdAAnAo ya albépa/atbavdéAin 6ev divel
anodeKTd TEKUAPLO.
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Use collodion of the specified source standard.

The matrix contains volatile organic solvents. The laboratory must demonstrate selective water-vapour
measurement without interference or solvent loss and representative sampling. A binary ethanol-water table does
not establish collodion aw. Passing aw does not replace evaporation and closure-function checks.

Laboratory aw is not compulsory for every preparation. Here the requirement remains specific to the complex
volatile matrix and unverified category. Strong directly applicable published evidence may replace a new
measurement; an instrument unsuitable for ether/ethanol cannot provide acceptable evidence.

References: [1], [11], [12]

MepLékTnG KalL cvokevaoia / Container and packaging

EmAoyn yia tomkr aEloAdynon: KaAd KAELoTH QLEAN oupBatr He To LypPd. Mpw and MApwan eAéyxovTal
KaBapldTnTa, akEPALOTNTA, OTEYAVOTNTA Kol GUUBATOTNTA LALKOU/MWUATOC. H 161K povoypagia dev
TEKUNPLWVEL GLUYKEKPLUEVO EUTMOPLKO TIEPLEKTN.

Selection for local assessment: well-closed bottle compatible with the liquid. Check cleanliness, integrity, closure
and material compatibility before filling. The specific monograph does not validate a particular commercial
container.

References: [1]

MowoTikO6¢ éAeyxocg / Quality control

H gdwkr povoypagia dev divel xwplotd mocotikd npoodloplopd. EAEYETE TNV TALTOHTNTO/MOLOTNTA MPWTWY LAWY
KOL TLG YEVIKEC QAPUOKOTIOUAKES ATALTATELG TNC OLYKEKPLUEVNG HOPPAG TIOL TTOPATEUTEL N TINYH.

H uébodog, to éplo anodoync, N MPAYHATIKN TIUH KoL 0 EAEYKTAC KaTaypdgovTal XwploTd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavadAnyn eAéyxwv xpeldleTal
attoAdynon.

The specific monograph supplies no separate assay. Check starting-material identity/quality and the general
pharmacopoeial dosage-form requirements referenced by the source.

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], [11]

®0Aagn / Storage

Ma dtdpkeLa mov anodidetal and yevikd kavéva, epapudletal eMAEOV n Bepuokpacia TNG EMAEYHEVNG
Katnyoplag oto nedio BUD. H mnyr 6&v TekUnplwvel avbaipetec aAAayéc Bepokpaaoiac.

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

References: [6]

A1aOeon / Dispensing

H napoloa eyypaer 6ev mapdyel eTikéTa 1} €ykplon 6tdBsong o aoBevr. AlaBdoTe TNV OPLOTIKA andépacn Kol Ta
KPLTAPLX EQAPHOYNG.

This entry does not generate a label or authorise patient dispensing. Consult its final decision and implementation
criteria.

References: [3], [13], [14], [15], [16]

EmioApavon / Labelling

Agv ekdideTal eTikéTa HLdBeoNG amd TNV napoloa EyypaQH.
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No dispensing label is issued by this entry.

References: [3], [13], [14], [15], [16]

final_decision / final_decision

TeAwkr andégaon tekunpiwong: v evtoni{oTtnKe €L6LKA HEAETN OV Vo BEUEALWVEL apLOUNTIKSG BUD yla Ttnv akppr
£0WTEPLKA Mapackevalduevn oOVOEDN KoLl TOV MEPLEKTN TNC. MPOTIHATAL €TOLUO QapUaKOTOLaKd LALKS TNG
OKPLBOVUG AMALTOVHEVNG TALTOTNTAC AMd EYKEKPLUEVO TIPOUNOELTH, UE amodekTd CoA, dBldpkela Kal odnylec petd
TOo dvolypa. Agv eELOWVOVTAL OL SLAPOPETIKEG QAPUAKOTIOLLAKEG OLVOEOELG 00TE Ol LEBUVALWHEVEG EPYACTNPLAKES
MUPAAAQYEC. M E0WTEPLKA Opaywyr, N aw npénel va agloAoynBel pe péBodo KatdAANAN yLa mTNTIKOOC SLAAUTEG
KoL aOQOAR Yla TN OLYKEKPLUEVN PATPO. XaunAr] aw 6gv anodelkvieL dlatripnon dtaAvtwy, otabepdTnTa,
oteyovdTnTa A €Agy)0 uePoEeldiwv. Agv anodibetal avbaipeto 6pLo 180 nuepwWv. To apxelo amnoteAel
OAOKANPWHEVN Hovoypaeia avapopdc Kat dev motonolel anodeouevpévn noptida.

Final evidence decision: no product-specific study was found establishing a numerical BUD for this exact in-house
formulation and container. Prefer the exact required pharmacopoeial material from an approved supplier, with an
acceptable lot CoA, dating and after-opening instructions. Different pharmacopoeial formulas and methylated
laboratory variants are not automatically interchangeable. In-house production requires a volatile-compatible aw
assessment and written method/matrix safety suitability. Low aw does not establish solvent retention, chemical
stability, seal integrity or peroxide control. No arbitrary 180-day period is assigned. This is a completed reference
monograph, not certification of a released batch.

References: [3], [13], [14], [15], [16]

AVEEGPTNTN EAANVLKN KOl ayYALKH andédoon/opydvwaon oTolXelwy TNG ava@epduevnc mNyng. Aev anoteAel enlonun petdgpaaon fi €ykplon Tov
€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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