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TeAkr} BLBALOYpa@Lkr) avagopd / Final reference document

OploTIKA oLVVTAKTIKA anoégaon / Final editorial decision

TeAkn andégaon tekunpiwong: dev evtoniotnke €6LKA LEAETN TOL VA BEUEALWVEL aplBuNTIKS BUD yla tnv akplBn
E0WTEPLKA MapaokeLAldPEVN oOVOEDN Kal TOV MEPLEKTN TNG. MPOTIHETAL ETOLHO QAPUAKOTIOUAKO VALKO TNG
0KPLBOUG amalToOHEVNG TALTOTNTAG A6 EYKEKPLUEVO TIpoUNBOeLTH, e anodekTd CoA, Bldpkela Kot 0dnyleg peTd
TOo dvolypa. Aev eELOWVOVTAL OL SLAPOPETIKEG QPAPUAKOTIOLLAKEC OLVOEDELG 00TE Ol HEBVALWUEVECG EPYATTNPLAKES
TPAAAQYEC. 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 dlaAvTwy, otabepdTnTa,
oteyavdTnTa f EAEyx0 LTIEPOEELSIWY. Agv amodideTatl avbaipeto 6plo 180 nuepwv. To apyelo amoTeAsl
0AOKANPWHEVN Hovoypapia avapopd kat dev miotonolel anodeopevpévn naptida. H mapodoa eyypaer 6&v
npoodlop(Cel eumopikr motdtnTa MupoguAivng f Tn Bdon npoadloptapold TnNG. Mpwv and onoladrnnoTe NAPACKELH
QMOLTOOVTAL TEKUAPLA YLIO TTEPLEKTIKOTNTA ENPOV MOAVUEPOUG, Héao BLaBpoyr¢ Kot MoodTNTA Tov, HE CUPPWVIA
TIPOG TLC TEAKEC MPOdLaypapéc. Agv emLTpémeTal va BewpnBoly 5 g dyvwatou dlaBpeyuévou LALKOD we 5 g Enpold
TOALHEPOLC 00TE va ENpavOel To LALKS yla apBuNTIKA dLépBwan. H xprion otnv (dla ouvedpia dev ailpel avth TNV
ana{tnon.

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. This record does not specify a commercial pyroxylin grade or
assay basis. Before any preparation, obtain evidence for dry-polymer content and the identity/amount of wetting
agent, reconciled with the final specifications. Do not treat 5 g of unspecified wetted material as 5 g dry polymer
or dry the material to correct the arithmetic. Same-session use does not remove this requirement.

Anaitovpeva tTekpApla / Required evidence

Mpoadloplopdc akptBolC PAPUAKELTIKAG MoldTNTAC MVPOELAIVNG, Bdong Mpoadloplopol ENpol MoALVPEPOUC,
péaou dLaBpoxnic kat moadTnTAC Tov. Zuuewvia Looluyiov MPOC TIC TEAKEG TTPodLaypaéc 5,0-6,0% m/m
mupo&uAivng kat 17,5-21,0% m/m dvudpng atbavoAng.

Define the exact pharmaceutical pyroxylin grade, dry-polymer assay basis and identity/amount of wetting agent.
Reconcile material balances with final specifications of 5.0-6.0% w/w pyroxylin and 17.5-21.0% w/w anhydrous
ethanol.

AKpLBC TavTédTNTA KOl GOVOECN TOL ATIALTOVEVOL PAPHAKOTIOWAKOVD LALKOD, ipodlaypa@r], COA TPaYHATIKAC
nopTidag, nuepounvia/odnyleg mpopndeLTA Kot KATAAANAOG OTEYAVOG MEPLEKTNG. ALAQOPETIKA QapUaKoToLa A
HEBLAWWMPEYN epyaaTnpLaky tapaAiayr dev 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 eowteptkd TEAKS piypa: tekpunpiwon katnyoplag aw pe péBodo avOeKTIKA O€ MAPEUPBOAEG MTNTIKWY dLAALTWY
Kot ypanth empBeBaiwon ao@aAelaG/KaTaAANASTNTAG Yo aB€pa Kal Tn CLUYKEKPLUEVN LT,

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.
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KatdAAnAog €Aeyxog eEdTonG aBépa/atbavioAng, oTEYAVOTNTOAG, ELPAVIONG, EPAPUOCTEWY TEPLEKTIKOTATWY A
LTMOAE(HUATOC KOl OXNUATLOPOD LUEVIOL. EQapuoyr eAEyXwY TTUPACEAAELAG Kal LTTEPOEELSIWY COPPWYVA UE TNV
nPWTN VAN KAt TIG 0dnyleg Tov mpopnBevTH.

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.

KpitApla kAsloipatog / Closure criteria

H Bdon npoadloplopol TnG Mupo&LAivng Katl To Lool0yLo SLOALTWY MOPAUEVOLY TIPAYHATIKAE MPOATALTOVUEVA TIPLY
amnd onoladANOTE E0WTEPLKN MAPATKELH. Agv EnpaiveTal MUPOELAIVN Yo aptBunTikh dépbwon. H xprion otnv (6la
ouvedpla 6ev aipel To MpoamALTOOUEVO.

Pyroxylin assay basis and solvent balance remain real prerequisites before any in-house preparation. Do not dry
pyroxylin to correct the arithmetic. Same-session use does not remove this prerequisite.

H ayopd Kat auvAOng amodoyr TG akptBoic amnattoduevne motdTnTag KAE(veL TNV emAoyr mPpwTng OANG: 6gv
TEKUNPLWVEL QL TOUATA VEa SLdpkela HETE amd avdulEn, Tpomnomnoinon 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.

XapunAr aw KAe(vel pévo tnv aBefatdtnTa TNSG HIKPORLAKAG Katnyoplag. Aev anmodelkvieL dlatrpnaon SLaALTWY,
otaBepdTnTa, otEyovoTNTA 1] EMAPKELD TOL EAEYYXOUL LTIEPOEELDIWVY.

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

H napovoa povoypagia dnUoctledeTAl WG OPLOTIKA £6LKNA avagopd xwpeic véo aplBuntiké BUD amnobéuatog. H
npayuatiky xpron anattel TeKuNplwuévn moldtnTa Kat ac@aAr dtadikaaoia. H xprion otnv (6la ocuvedpla dev
LTIOKABLOTA TIC amnalTAHOEL TALTOTNTAC, COVOEONC KAl AOPAAELQG.

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.

Mebio epappoyng / Scope

TeAkr] ekboTikA andéeaon tnG 14.10.2026. Acv anoTeAe! MOTOMOLNTIKG EPYAOTNPLAKWY ATOTEAECUATWY A
anodéopevon naptidag.

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

Mnyéc koL mapanopunéc / 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-tdl-2

[4] CDC/NIOSH Pocket Guide: Ethyl ether

Physical properties, incompatibilities and reactivities

https://www.cdc.gov/niosh/npg/npgd0277.html
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MpoéAsvon kKaL mpoéoBaon otnv mnyn / Provenance and source access

H npoéAcvaon, n €k6oon Kol Ta 6pLa TWY MAPEXOUEVWY ATIOOTIATUATWY/BLRALOYPAPLKWY OvapOPWY dLatnpolvTaL.
To ke{pevo elvat n mapexduevn kat avabewpnuévn eyypaer Sikalias, 6xL véa mARpn¢ avadnuooievon Tou
npwToTOMOL TNG NMNYAC. MpdoBaacn oto NMARPEC MpwTOTLTO YivETAL OTOV £MiONUO €KEATN, UE TNV AMALTOOUEVN
4beLa fj ouvdpoun. Agv dBNAWVETOL OTL EKKPEUEG alTnUa emovdxpnong €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.

Z0v0eon avagopadg / Reference formula

Bdon / Basis: 100 g

ZvoTaTtiko / Ingredient Moocoétnta / Quantity

NitpokuTTOapivn KOAAWSIOL 59
Collodion cotton

ABavOAn 96% v/v 2049
Ethanol 96% v/v

ABépag 75 9
Ether

Meplypa@n okevaopatog / Preparation description
Axpwpo A eAappd onaAi{fov LEWOEC LYPSO HE XAPAKTNPELOTLKY 0Our]- TTOAD E0QAEKTO.
Colourless or slightly opalescent viscous liquid with characteristic odour; highly flammable.

References: [1]

Apaon kaiL xpAon / Action and use
Bdon koAAwb(ov- 6ev opl(CeTtal L6k BEPATELTIKA €VOELEN aTNV TINYA.
Collodion base; the source does not specify a therapeutic indication.

References: [1]

Mpodiaypagic / Specifications
Pyroxylin: 5.0-6.0% m/m; ethanol: 17.5-21.0% m/m
Pyroxylin: 5.0-6.0% w/w; ethanol: 17.5-21.0% w/w

References: [1]

®wg / Light

ALBEPOC: TO QWG CLUVEEETAL HE OYNUATLONS LTTEPOEELSIWY.
Light exposure contributes to ether peroxide formation.

References: [2]

Aépac Kat o€eidbwon / Air and oxidation

ABépac: umopel va oxnuatiosl eEkpnKTIK& vriepoEe(dla kKaTd £€kBeon o AEPA/PWC.
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Ether can form explosive peroxides on exposure to air/light.

References: [2]

Nepo kat SuaAvtoTtnTa / Water and solubility

Agv dlveTal moooTLkS 6pLo LEPOAVTLKIG OTABEPATNTAG TNG OLYKEKPLUEVNG obvBeaNnG. H mogdTnTa Kat moldtnTa
vepoD Hev peTaBdAAeTaL and tn cuvtayh.

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

References: [1]

Yypaoia / Humidity

Agv dlveTal apBPNTIKS dpLo OXETLKNAG LYPATI(AGC YL TO TEALKO oKkeDaOoUa. ATopebyovTal dLaBpoxr 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 BepPoKkpaolakr anmdkAlon  KOKAOG KaTtdywuEnc/andyuEng. 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 oupBatétnta / pH and compatibility

Agv op{CeTtat 6kd €0pog pH TOL TEALKOD OKELAOUATOG. 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]

AAAeGg aAAnAembpaoelg / Other interactions
ALOaVOAN: aoLUBATOTNTA UE LOXUPA OEELOWTLKA.
Ethanol is incompatible with strong oxidants.

References: [3]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

Tavtonoinon kat Bdon Coylong:

* NitpokutTapivn KoOAAWSioL: 5 g.

¢ ALBavdéAn 96% v/v: 20 g.

e AlBépac: 75 g.

OL dnAwpéveg popeég/moldTnTeG avrikovv otnv akpBr ocbvlean tng mnyrg.

Identity and weighing basis:

* Collodion cotton: 5 g.

¢ Ethanol 96% v/v: 20 g.

e Ether: 75 g.

The specified chemical forms/grades belong to the exact source formula.
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References: [1]

MpooTtacia epyalopévwy / Staff protection

KaBapn pokpupdvikn epyaotnplakr evdupaoia, KAAvwn HaAALWY KoL YEVTLO 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]

EKTipnon kKwvdéovovu / Risk assessment

ALBavOAN: eDPAEKTOL aTHO( amopdkpuvon MNYWY avdPAEENC Kol KATAAANAOG agpLloMdG. H TeALKA Tagwvdunon
egapTtdTal and ovykévtpwon/ulyua.

ALBEPaG/KOAAWDLO: ebPAeKTOL aTpol Kal K{vduvog uepoEeldiwy: anatteital KATEAANAOG EAeyX0G BLOADTN,
aEPLOPOD Kal avAQAEENC.

ZuykekpLuévn moptida avagopds: 100 g. MpwTto ovotatikd: NitpokvTTapivn KoOAAwdIov, 5 g. EAEyETe
aveEdpTNTA TN XNMLKA HOPQH, TG HOVEDBEC Kol KABE KALUAKwaon mpv amd COyLon.

Qc evdLdpeTo, PEPEL eLBLEAKPLTN TAVTAHTNTA KAL GLYKEVTPWON: 6ev dlaTiBeTal wg TEAKS @dpuako. H apaiwon A
npoagOrikn 6paoTtikic amnattel véo unoAoyloud ekbéxwv, ouvtrpnong Kat BUD. EAéyETe OTL KGBE eEapTWHEYN Bdon
€xeL amodeopeLOEL.

KataypdyTe yla TNV TOMKA avdAuon moodTnTa avd napaokevr, ouxvotnTa epyaoiag, dldpkela avolkTtol
XELPLOMOD, TBAVEG 00006 €KBEaNG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYX0L. AuTd elval atowela elaédov
NG agloAdynaong: 6ev amodidetal MPooXNUATIKAC TEALKOG BaBUdC KlvdOvou.

MTNTkSG SLAADTNG TNG OLYKEKPLUEVNG @OPOLANG: ABavOAn 96% v/v 20 g; ABépag 75 g. AMOPAKPUVETE TINYEG
avAQAEENG, meploplote aTHOOC KAl avolkTh EATULON. EAEyETE oupBaTtdTNTA EEQEPLOUOD, NAEKTPLKOD EEOTALOUOD
KOl TIEPLEKTN UE TOV OLUYKEKPLUEVO BLAADTN.

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.

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

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

Reference batch: 100 g. First ingredient: Collodion cotton, 5 g. Independently check chemical form, units and
every scale conversion before weighing.

As an intermediate, label identity and strength clearly and do not dispense as a finished medicine. Dilution or
addition of an active requires new excipient, preservation and BUD calculations. Confirm release of every required
base.

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 96% v/v 20 g; Ether 75 g. 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], [2], [3], [4], [5], [9], [11]

ZuvOnkec mapaokevng / Compounding conditions

Mpw amnd avduEn: Tavtonolnon XNUIKAG HopeA¢ Kal mapTidag kABe cuoTaTIKOD, KaTaypapr BEWPNTIKWY
TMOCOTATWY Kal £AgyX0G KaBapldtnTtag Tov e§omAtopol. Ot Beppokpaaieg kat n oelpd npoadrikng elval auTég TNG
nopakdTw dladikaoiag.
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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]

Texkpnpiwon BUD / BUD rationale

TeAwkn andégaon tekunpiwaong: v evton{oTtnKe €6k HEAETN OV Vv BEPEALVEL apLOUNTIKSG BUD yla Tnv akppn
E0WTEPLKA MapaoKkeLAlOPEVN oOVOEDN Kal TOV MEPLEKTN TNG. MPOTIHETOL £TOLHO QAPUAKOTIOUAKO VALKO TNG
aKPLBOUC amaltoVHeVNG TALTOTNTOC aTd EYKEKPLUEVO TIpoUNBeLTH, e anodekTd CoA, Sldpkela Kal odnylec HeT&
TO dvotypa. Agv €ELGWVOVTAL OL BLAYOPETLKEG PAPHAKOTIOLAKEG OLVOETELG 00 TE Ol HEBUVALWEVEG EPYOOTNPLAKEG
MOPAAAQYEC. M E0WTEPLKA MOpaywyr, N aw npénel va agloAoynBel pe péBodo KaTtdAANAN yLa mTNTIKOOC SLAAUTEG
KoL aOQOAR yla TN OLYKEKPLUEVN PATPO. XaunAr] aw 6gv anobelkvieL dlatripnon dtaAvtwy, otabepdTnTa,
oteyovoTnTa 1 €Agy)0 LEPOEeldiwv. Agv anobibetal avBaipeto 6pLo 180 nuepwv. To apxelo amoteAel
0AOKANPWHEVN Hovoypapia avapopdc kat dev Tiotonolel anodeopevpévn naptida. H mapoboa eyypaer 6&v
npoodlopifel eumoptkr motdTnTa MVPOELAIVNG i TN Bdon nMpoaodloplapol TNG. Mpwv and onmoladAMoTE MAPACKELH
QmaLTOOVTAL TEKUAPLA Yo MTEPLEKTIKOTNTA §NPOD MOALUEPODG, HETo SLaBpoxnG Kat moodTNTA Tov, HE GUHPWVIA
TIPOG TLG TEAKEC MPodLaypapéc. Agv emLTpéneTal va Bewpnboly 5 g dyvwatou dlaBpeyuévou LALKOD we 5 g Enpold
TOALUEPOLC 00TE va ENpavOel To LALKS yia aplBuNTLKY dLépBwan. H xprion otnv (dla ouvedpia dev ailpel avtrh TNV
anaitnon.

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. This record does not specify a commercial pyroxylin grade or
assay basis. Before any preparation, obtain evidence for dry-polymer content and the identity/amount of wetting
agent, reconciled with the final specifications. Do not treat 5 g of unspecified wetted material as 5 g dry polymer
or dry the material to correct the arithmetic. Same-session use does not remove this requirement.

References: [1], [2], [13], [14]

MpoanaiTtobpeva / Prerequisites

Agv anatteltal xwploth B&on pe Kwdlkd pnTpwov. Tuxdv eunoptkd dxnua MapapéveL To aKPLBEG KATOVOUACOEVO
npotév tou nivaka.

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

References: [1]

E€omAlopog / Equipment

Zuyo6¢ KaTtdAANANG eAdxLlotng C0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avadulEng, ondTouvAeg,
BepudueTpo dtav vndpyxel O€puavan, 6pyava oyKoHETPNONG Yla MooOTNTEG 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]
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M£00b0¢ mapaokevng / Compounding method

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
OAOKANPWHEVN Hovoypaeia avagopdc Kal 5ev otonolel anodeopevpévn naptida. H napodoa eyypaer dev
npoablop(Cel eynoptkr} motdTnTa MuPoEvAivng i} Tn Bdon npoacdloplopol TNG. Mpwv and omoladrNoTE MAPACKELH
analttolvTal TEKMAPLA Yia TTEPLEKTIKOTNTA ENPOoL MOALUEPOUC, oo BlaBpoxAC Katl ToadTNTA Tov, UE CLHPWVIX
TPOC TG TEALKEC MPOdLAYPaQEC. Agv EMITPEMETAL va BewpnBolY 5 g dyvwaoTtou dlaBpeyuévou LALKOD WG 5 g Enpod
TMOAUPEPOLG 00TE va ENpavBel To LALKS yia aptBuNnTIk dLépBwon. H xprion otnv {(6la cuvedpla dev aipel avtrh TNV
anaitnon.

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. This record does not specify a commercial pyroxylin grade or
assay basis. Before any preparation, obtain evidence for dry-polymer content and the identity/amount of wetting
agent, reconciled with the final specifications. Do not treat 5 g of unspecified wetted material as 5 g dry polymer
or dry the material to correct the arithmetic. Same-session use does not remove this requirement.

References: [11], [2], [13], [14]

Napatnpnioclg / Observations

Anactel{tal e8Ik ekT{unon nupacedAelag kat dlayeiplong atbépa/vitpokutTapivng.

Xpetdletal eldlkA pétpnon A éykupn dnuoaotevpévn T aw Tov akpLBol¢ KOAAWSIovL, HE KaTaypaPH TWVY
TMPAYHATLKWY SLAALTWY KoL TOU TMEPLEKTN. EAEYETE KATAAANASTNTA LEBSDOL Yo MTNTIKEG PTPEG: vePd A
vnOAELUpa ERpavong Sev elval Loodivaua aw. Mnv peTapépeTte Sldpkela AAAOL KOAAWS{ov.

Agv uoYPEWVETAL KABE YaAnvikS o€ epyaocTtnplokr aw. ESW n anaitnon napauévet €16tkr emAoyr Adyw tng
o0OVOETNG MTNTIKAC MATPAC KAl TNG UN enaAnBsupévng Katnyoplag. loxvpr, akplBWe epapudoiun dnuoatevpévn
TekuNpiwon unopel va vokaTaoTACEL VEQX HETPNON- dpyavo Un KAaTAAANAo yia alBépa/atbavoin dev dlvel
amodeKTO TEKUAPLO.

A specific fire and ether/nitrocellulose handling assessment is required.

Require a specific measurement or reliable published aw for this exact collodion with actual solvents and
container documented. Check method suitability for volatile matrices; water content or dry residue is not aw. Do
not transfer another collodion’s shelf life.

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]

MNeplékTnNG KaL ovokevaoia / Container and packaging
AgpooTeEYAC MEPLEKTNG, HOKPLA amd BepudTnTa.
Airtight container, away from heat.

References: [1]
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MowoTikOG éAeyxoG / Quality control

Mupo&uAivn: vmdéAetppa 10,00 g petd eEdTuion otoug 30°C, 1,5-2,5 kPa, kat Enpavtipa uéxpL otabepn pdla.
ABavoAn: aépla xpwuatoypagia Ph. Eur. 2.2.28 pe akeTdvn WG E0WTEPLKS MPATLTO: MAPELG CLUVOAKEG OTNY
nnyn.

H nébodog, 1o 6plo amodoxAC, N MPAYHATIKA TIUA Kol 0 EAEYKTAC KaTaypdeovtal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdleTal
attioAdynan.

Pyroxylin: residue from 10.00 g evaporated at 30°C, 1.5-2.5 kPa, then desiccated to constant mass. Ethanol: Ph.
Eur. 2.2.28 gas chromatography with acetone internal standard; full conditions in 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]

®0Aain / Storage

AgpoaTeynG MEPLEKTNG, HaKPLA and OepudTnTa.
Mo dldpkela mov amodidetal and yevikd kavova, epapudletal emmnAéov n Beppokpacia TNG EMAEYUEVNG
katnyoplag oto nedlo BUD. H nnyr 6&v Tekunplwvel avBaipetec aAlayéc Bepuokpaaiac.

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

References: [1], [6]

Awa0eon / Dispensing

H napoloa eyypagr dev napdyel eTikéta fj €ykplon ddbBeong os agbevr]. AloBdoTte TNV 0PLOTIKH anéeaon Kal Ta
KPLTAPLX EQAPUOYIG.

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

References: [11], [2], [13], [14]

EmioApavon / Labelling
Aev ekdideTal eTIKETA BLdBeONC amd TNV Mapodoa eyypagH.
No dispensing label is issued by this entry.

References: [11], [2], [13], [14]

final_decision / final_decision

TeAwkn andégaon tekunpiwong: v evtoni{oTnKe €6k HEAETN OV Vv BEUEALWVEL apLOUNTIKSG BUD yla Tnv akppr
E0WTEPLKA MapaokeLAldPEVN oOVOEDTN Kal TOV MEPLEKTN TNG. MPOTIHETOL £TOLHO QAPUAKOTIOUAKO VALKO TNG
aKPLBOUC amaltoVHeVNG TALTOTNTOC aTd EYKEKPLUEVO TIpoUNBeLTH, e anodekTd CoA, Sldpkela Kal odnylec HeTA
TO dvotypa. Agv €EL0WVOVTAL OL BLAYOPETLKEG PAPHAKOTIOLUOKEG OLVOETELG 00 TE Ol HEBUVALWHEVEG EPYOOTNPLAKEG
MOPAAAQYEC. M EOWTEPLKA MOpaywyr, N aw npénel va agloAoynBel pe péBodo KaTtdAANAN yLa mTNTIKOOC SLAAUTEG
KoL aOQOAR yla TN OLYKEKPLUEVN MATPO. XaunAr] aw 6gv anodelkvieL dlatripnon dtaAvtwy, otabepdTnTa,
oteyovoTnTa f €Agy)0 LEPOEelSiwv. Agv anobibetal avBaipeto 6pLo 180 nuepwv. To apxelo amoteAel
0AOKANPWHEVN Hovoypapia avapopdc kat dev Tiotonolel anodeopevpévn naptida. H mapoboa eyypoaer 6ev
npoodlopifel eunoplkr motdTnTa MUPOoELAIvNG i Tn Bdon nMpoodloplapol TNG. Mpwv and omoladAMoTE MAPACKELH
QmaLTOOVTAL TEKUAPLA Yo MTEPLEKTIKOTNTA §NPO0 MOALUEPODG, HETO BLaBpoxnG Kal moodHTNTA Tov, HE GUHPWVIA
TIPOG TLC TEAKEC MPodLaypapéc. Agv emLTpéneTal va Bewpnbolv 5 g dyvwatou dlaBpeyuévou LALKOD we 5 g Enpold
TOALHEPOLC 00TE va ENpavOel To LALKS yia aplBuNTLKY dLépBwan. H xprion otnv (dla ouvedpia dev ailpel avtrh TNV
anaitnon.
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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. This record does not specify a commercial pyroxylin grade or
assay basis. Before any preparation, obtain evidence for dry-polymer content and the identity/amount of wetting
agent, reconciled with the final specifications. Do not treat 5 g of unspecified wetted material as 5 g dry polymer
or dry the material to correct the arithmetic. Same-session use does not remove this requirement.

References: [11], [2], [13], [14]

AveEQPTNTN EAANVLKE Kol ayyALKH anédoon/opydvwon oTolxelwv TG ava@epdpevng mNyrg. Aev anoteAel enionun petdepaon fi £€ykpLon Tou
€KOOTN.

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

Mnyéc koL mapanopnég / Sources and references

[1] Collodion (1994) (15/02/2012)

1994 | PDF pp. 1-2 | master formula | 2026-10-14

https://ansm.sante.fr/uploads/2020/10/23/collodion.pdf

[2] CDC/NIOSH - Pocket Guide to Chemical Hazards: Ethyl ether

AwoBéotpo kelpevo / Retrieved text | Official reference | raw material or occupational | 2026-09-10
https://www.cdc.gov/niosh/npg/npgd0277.html

[3] CDC/NIOSH - Pocket Guide to Chemical Hazards: Ethyl alcohol

AwoBéotpo kelpevo / Retrieved text | Official reference | raw material or occupational | 2026-09-10
https://www.cdc.gov/niosh/npg/npgd0262.html

[4] PN/L/PG/002/00 INDUMENTARIA

AwoBéotpo kelpevo / Retrieved text | PDF pp. 1-5 | general staff protection | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_002_00.pdf
[5] ASHP - USP <795> Key Changes

2023 | pp. 1-3: scope, water activity and staff precautions | professional guidance; not the licensed USP chapter | 2026-09-12
https://www.ashp.org/-/media/assets/pharmacy-practice/resource-centers/compounding/docs/USP-795-Key-Changes.pdf

[6] Texas State Board of Pharmacy - adopted 22 TAC §291.131, nonsterile compounding

Texas Register, 7 June 2024 | Beyond-use dating: aw categories, 14/35/90/180 days, limits and extensions | public regulatory implementation
of USP <795> BUD framework; not Greek law | 2026-09-12

https://www.sos.state.tx.us/texreg/archive/June72024/Adopted%20Rules/22.EXAMINING%20BOARDS.html
[71 Illinois IDFPR - Nonsterile Compounding Self-Inspection Report

Public checklist, retrieved 12 September 2026 | pp. 15-16, Establishing beyond-use dates | Public regulatory implementation of USP <795>;
not Greek law; general limits and requirements for extension | 2026-09-12

https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
[8] Allan MC, Mauer LJ. Dataset of water activity measurements of alcohol:water solutions using a Tunable Diode Laser

Data in Brief. 2017;12:364-369 | Table 1; ethanol/water at 25 °C; DOI 10.1016/j.dib.2017.04.017 | Full text read. Binary-mixture water
activity; volume ratios before mixing, not finished medicinal-product shelf life | 2026-09-12

https://pmc.ncbi.nim.nih.gov/articles/PMC5413208/
[9] NIOSH - Managing Hazardous Drug Exposures: Information for Healthcare Settings

2023; DHHS (NIOSH) 2023-130 | Risk assessment; printed pp. 27-33, activity/formulation control table | Workplace exposure, hierarchy of
controls and activity-specific PPE; US government public-domain document | 2026-09-12

https://www.cdc.gov/niosh/docs/2023-130/2023-130.pdf?id=10.26616%2FNIOSHPUB2023130
[10] USP - Compounding Standards and Beyond-Use Dates, 2022 update

November 2022, published by USP; public copy hosted by Mississippi Board | pp. 1-2; nonsterile table | Risk-based default categories; not
product-specific stability or Greek law | 2026-09-12

https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf

[11] PIC/S - Guide to Good Practices for the Preparation of Medicinal Products in Healthcare Establishments
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PE 010-4, 1 March 2014 | Chapters 1-9; Annex 2 (nonsterile liquids, creams, ointments) | Professional quality-system framework; not
automatic national legal adoption or certification | 2026-09-12

https://picscheme.org/docview/3443
[12] FDA - Water Activity (aw) in Foods

Inspection Technical Guide 39, 16 April 1984; website copy accessed 2026-09-12 | Definition; sorption behaviour; measurement equipment |
Metrological principles only. Food regulatory thresholds and old instrument recommendations are not pharmaceutical BUD rules | 2026-09-12

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/inspection-technical-guides/water-activity-aw-foods
[13] USP - General Chapter <795> FAQs

Updated 1 November 2023 | Questions 52, 54-56, 60-62; PDF pp. 11-14 | Primary clarification of aw classification, extension prerequisites and
compounded-component BUDs; not automatic Greek legal adoption | 2026-10-14

https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
[14] Addium/AQUALAB manufacturer: TDL2 volatile-sample water activity method
Measurement principle, volatile samples, water-selective laser | Targeted prerequisite / publication decision; not batch result | 2026-10-14

https://aqualab.com/products/aqualab-tdl-2
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