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AAKOOALKO S1GALVMa TavviKOoD o0&€éoc 10%

Tannic acid alcoholic solution 10% w/v

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: 100 mL

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Tavviké oEL 1049
Tannic acid
ABavoAn 70% kat' Gyko g.s. ad 100 mL

Ethanol 70% v/v

MNeprypag@n okevaopatog / Preparation description
ALaLYEG KLTPLYWTO €WC KEXPLUTOPEVLO BLAALUA.
Clear yellowish to amber solution.

References: [1]

Apdaon kaL xpRon / Action and use

ZTUNTIKO SeppaTikd dLdAvua. H povoypagia Tov 2003 avagépel MPOANYN EAKWY Tiieong os dBikTo dépua. H
avagopd auThH KaTaypd@el To MEPLEXSUEVO TNG TNYAG KL BEV TEKUNPLWVEL GOYYPOVN KALWVLKA
QMOTEAEOUATIKOTNTA.

Astringent cutaneous solution. The 2003 monograph describes pressure-ulcer prevention on intact skin. This
records the source claim and does not establish contemporary clinical effectiveness.

References: [1]

Mpodiaypagéc / Specifications

ALOLVYEG KLTPLYWTIO WG KEXPLUMAPEVLO SLdAvpa. MoadTNTEG/MOLOTNTA MPWTWY LAWY KaTd §3. Agv mopéxeTal
€L0IKS aplOUNTIKG 6plo MEPLEKTIKATNTAC TEALKOD TPOIGVTOC.

Clear yellowish to amber solution. Quantities/raw-material quality follow §3. No specific numerical finished-product
assay limit is provided.

References: [1]
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®wg / Light
To TeAKS OKEDAOUA QUAGTTETOL TPOOTATEVHEVO AMO QWG KATA Tn Hovoypagia.
The finished preparation is stored protected from light under the monograph.

References: [1]

Aépac kaL o&eidbwaon / Air and oxidation

H atBavéAn dnutovpyel atuolc: meploploTe TNV MAPAUOVr) 08 avolKTOUC MEPLEKTEC. H eE&TuLoNn Unopel va aAAGEEL
Tn oOvBeon (ouvTtakTiky ekTiunon dladikaoiag).

Ethanol generates vapour; limit time in open vessels. Evaporation can change composition (editorial process
assessment).

References: [4]

Nepo kat SuaAvtotnTa / Water and solubility

H atBavdéAn avaptyvoeTal pe vepd. Autd dev amodetkviel 0TL OAEG oL BLAAVPEVEG BPAOTIKEG TAPAPEVOLY BLAAVTEG
pHETE and apaiwon.

To tavvikd ofD elvat moAD 6LaAvTté oto vePd. H BlaAutdtnTa eV amoteAel Tekunpiwon otaBepdTNTAC TOU TEALKOD
dlaAbpaTog.

Ethanol is miscible with water. This does not establish that all dissolved actives remain soluble after dilution.
Tannic acid is very soluble in water. Solubility does not establish finished-solution stability.

References: [4], [5]

Yypaoia / Humidity

Agv dlveTal apBUnTIkS 6pLo oXETIKAG LYPAOIOC YL TO TEALKS okeDaaua. Ano@elyovTal dLaBpoxh MPWTWY LAWY
KL HETAPOPA CUUTMUKVWHATWY 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

®OAOEN TEALKOL TIpoidvToC: KadTtw amd 30°C, KaAd KAELOTS Kot MpooTaTeLPEVO and Pwe. H emeEepyaaia akoAovOel
TG €lBLkéc Bepuokpaaieg TnG UeBBBOUL.

Finished-product storage: Below 30°C, tightly closed and protected from light. Processing follows the
method-specific temperatures.

References: [1]

pH kat cvpBatoéoTnta / pH and compatibility

Agv op(Cetal el81kd e0poC pH ToL TEALKOD OKELAOUATOC. Agv TpooTiBeTal puOULOTAG pPH XWPI(C TEKUNPLWHEVN
aAAayr TnG obvBeang.

No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.

References: [1]

AAAec aAAnAenibpaoclg / Other interactions

ALOavOAN: aovUBATOTNTA LE LOXUPE OEELOWTLKA.
Tavvikd 0o€0: aouuBATETNTA PHE AAKAAOELDH, HETAAALKE dAaTa, aoBeotdvepo, aABouuivn, CeAativn, yAloxpaoua,
AgNO3, lwbdlobya Kol Bpwutlovya.
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Ethanol is incompatible with strong oxidants.
Tannic acid is incompatible with alkaloids, metal salts, lime water, albumin, gelatin, mucilage, AgNO3, iodides and
bromides.

References: [4], [5]

El81ka otolxeia ocvotaTtikwy / Ingredient-specific information

AkpBeic TavtédTNTEG: Tavvikd of0 / Tannic acid; AlBavdAn 70% kat’ éyko / Ethanol 70% v/v. Xpnaotdomolobvtat
(QAPAKOTIOUAKEC MPWTEG DAEC TNG apaneUNOUeEVNG €kboong, He enaArj@evan CoA. Asv aAAdlel avBaipeTa dAac,
gvuddtwon A neptektikdéTnTa. H MmoodTnTa g.S. KATAYPAPETAL 0TNY NapT(da.

Exact identities: Tavvikd o€0 / Tannic acid; 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

Epyaotnplakd meptBAAAOV KaTd Tov Mapaneunduevo AEMPS PN: 25+5°C kat oxeTikr vypacia =60%, eKkTéG av n
€101k obvBeon anattel SlapopeTikd. H Beppokpacia meptBdAAovtog dlagépet and Tn Bepokpaoia eneEepyaoiag.

Laboratory environment under the referenced AEMPS procedure: 25+5°C and relative humidity =60%, unless the
specific formulation requires otherwise. Room temperature differs from processing temperature.

References: [2]

Mpootacia epyalopévwy / Staff protection

KaBapr nmpootateuTik evbupacia kot KAAVPHa KEQAAAC Katd AEMPS PN/L/PG/002/00. Omov vnidpyel mbavéTnTO
€MOPrG, KATAAANAa ydvTia: mpootacia avamvoiG/oeBaApwy 6mou o Xelplondg okévng to anattel. To akpLBEG
LALKS yavTLol, 0 aepLlopdg Kat n mpootacia avanvorg kabop{Covtatl and SDS kat Tomkn ektipnon ékBeong.
KaBapr HoKpLUPAVIKN EpyaoTnplakr evdupaoia, KEALvYN HAAALWY KoL YAVTLO KATA TOV XELPLOUS. AANAQYH YOVTLWV
META amnd emudAvvon/ebopd.

Xelwplotelte T TOyLon kKot AstotpiBnon oe xwpo/dldtagn mov neplopifel Hlaomopd KovLWy, e mpooTaaia
0QOAAHWY- 0 TUTIOG AVATVELOTIKAG TpooTaciag kaBop(letal and tTn ocLYKEKPLUEVN €KBEDN.

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.

Contain powder during weighing and trituration and use eye protection; select respiratory protection for the
actual exposure.

References: [3], [6]
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ExTtipnon kivdovov / Risk assessment

H nnyr avagépel epeblopnd kat mbavr nnatiky BAGRN amnd ocvoTNUATLKY anmoppdenon O€ MUPATETAUEVN EQAPUOYH
0€ HEYAAEG 1 AMOYUUVWUEVEG ETILOAVELEG. EOQAEKTOG AAKOOALKAG BLaAdTNC.

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

YuyKeKpLuévn mapTida avagopdc: 100 mL. MpwTto cvoTaTikd: Tavviké of0, 10 g. EAEyEte aveEdpTnTa TN XNHULKA
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 POPOLANG: ABavioAn 70% KaT' Oyko g.s. ad 100 mL. AMOPaKPOVETE TINYEG
avaeAeEnc, neploplote aTHolC Kot avolkth eEdtuion. EAEyETe ovpBatdTnTa EEQEPLOUOD, NAEKTPLKOL €EOTALOUOD
KO TIEPLEKTN LE TOV CUYKEKPLEVO BLaADTN.

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.

The source reports irritation and potential hepatic injury from systemic absorption after prolonged application to
extensive or denuded areas. Flammable alcoholic solvent.

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

Reference batch: 100 mL. First ingredient: Tannic acid, 10 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 100 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: [11], [3], [4], [6], [9], [11]
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Tekpunpiwon BUD / BUD rationale

Aldpkela otnv mnyr: H €8k povoypagia avagépel 3 prjveg und Ti¢ Kaboplopéveg ouvBAKeC. MpdKeLTal yLa
neplodo tNC mNyng, OxL yla aveEdptnta emPBeBatwuévn otabepdTnTa TNG TOMKAC MapTidac. Anatteltal
avTtioTolyion obvBeonc, cuVTNPENTLKOD, TEPLEKTN Kal GOAAENC, EAEYXOC TWV LOXVOLOWY AMALTACEWY Kol £yKpLan
LTELOUVOL. H MpayUATIKA NUEPOUNVI HEVEL KEVH.

H dudpketa avtr elvat 0dnyla TNG CLYKEKPLUEVNG QappoKoToLaG/MNYAG. ZTOV MapdvTa EAeyx0 dev emaAnBe0TNKE
TMAAPNG MPWTOYEVAG HEAETN TIOL VA TEKUNPLWVEL TALTOXPOVA XNULKH, UOLKHA Kal UKPOBLOAOYLKH EMEKTAGCN TNG
(dlag TeAkrig obvBeong.

EMAEYEVOC YEVIKOG KOVOVAC: €WC 35 NUEPEC YL LBATIKA HOPPH HE KATAAANAO oOOTNUA CLVTHPNONC OTNY TEALKH
obvBeaon Kat pH. Xpnaotwdonotjote 20-25 °C, i 2-8 °C yévo étav n nnyr To emTpénel/anattel Kat N popen
TMUPAPEVEL KATAAANAN. Agv entapkel N ovopacoia evédg ouvTnPENTIKOL €AV LTS €xel apalwOel, adpavomolndel
peETaepOBel o GAAN @don.

To 6pLo BLBALOYPAPLKAG ava@opd TnG napovoag £€kdoong elvat n cuvToudTePN HETAED TNG MapaTdvw dLdpKeLag
mNYAG Kat Tou yevikoL oplov. MNa napdtaon anatte{tal TeKunEiwaon mov KAAOTTEL
5paoTIKA/EKDOXO/MEPLEKTIKATNTA, MEPLEKTN, Bepuokpaaia, HEO0B0 eVOELKTIKY OTABEPSTNTAC KaL, Yla LOATLKN
EMEKTAON, TNV AMOLTOOMEVN HIKpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia aglooyeital
XWPLOTAE 010 MAAPEG KE(PHEVS TNG.

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

O yevikdG kavédvag amnoteAel ouvTNPENTLIKS dPLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTidac. H katnyopia ovuvdéeTal ye TNV TEAKA oOVOEON, TN guVTAPNON KAl TG EMTPENOUEVEG BepUokpaaieg. H
T aw 6gv mMpokOTTEL and To MocoaTéd vEPOL N TNV amMWAeLx 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
OLYKEKPLUEVNG a0vBeang umnopel va xpnothomnole{tal wg 0dnydc: kataypdeeTal pntd we ekTiunon Kat éxL we
pétpnon. Auei{BoAn r oplakr Tagwéunon anattel €6Lkd TEKPAPLO A KATAAANAN H€TPNoN. H nuepounvia TeALKOO
oKkeLAopaTog 6ev vmepBaivel Tn SlaBéoun NUEpounvia Twy BN MOUPACKEVATUEVWY CLOTATIKWY/BACEWY, EKTOC OV
€xeL voBeTnOel emapkAC 16K TEKUNPlwon yia TNV akpLBr TeAKA obvBeaon.

Period reported by source: The specific monograph states 3 months under its specified conditions. This is a source
period, not independently verified stability of the local batch. Match composition, preservative, container and
storage, check applicable requirements and obtain responsible approval. The actual date remains blank.

This duration is a specific formulary/source instruction. This review did not verify a complete primary study
establishing chemical, physical and microbiological extension for the same finished formulation.

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.

The reference-policy ceiling in this edition is the shorter of the source period above and the general ceiling.
Extension needs matching active/excipients/strength, container, temperature, a stability-indicating method and
the required microbiological evidence for agueous extension. An applicable official USP-NF compounded
monograph is assessed separately in its complete text.

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], [7], [8], [10], [12]
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Mpoamairtovpeva / Prerequisites

Agv anotteltal xwploth BAoN PE KWOLKS HNTPWOUL. TuxOv gunoptkd dxnUa MAPAUEVEL TO AKPLBEC KATOVOUALOUEVO
npotév tou nivaka.

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

References: [1]

EEomAlonog / Equipment

Zuyo6¢ KaTtdAANANG eAdxlotng C0ylong, youdi/omepog i opoyevonolnthc, 6oxela avaulEng, ondTouvAeg,
BepudueTpo dTav vnidpyeL B€puavan, dpyava oykopéTpnong yla moodtnteg 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. AlaAboTE TO TAVVLKO 0EL 0€ HéEPOG TNG aBavoAng 70%.
. AinBrioTe 6nwg ¢nTtd n nnyH.
3. ZUPNANPWOTE HE TOV (BLlo SLaAdTn uéxpt 100 mL cOpgwva pe PN/L/FF/007/00 Kot avouiETE.

N

1. Dissolve tannic acid in part of the 70% ethanol.
2. Filter as required by the source.
3. Make up to 100 mL with the same solvent under PN/L/FF/007/00 and mix.

References: [1], [2]

Napatnpnoclg / Observations

H tavvivn elvat pelypa kat anottel KATdAANAN gappakonouakn notdtnta. O TitAog agopd 10 g oto TeAkd 100
mL.

Tannin is a mixture and requires appropriate pharmacopoeial quality. The strength means 10 g in a final 100 mL.

References: [1]

MeplékTnG KaL ovokevaoia / Container and packaging
datoki{Tpvn YudAwwn eLadAn, KaAd KAELOTH.

Tightly closed amber glass bottle.

References: [1]

EmioApavon / Labelling

AAKOOALKO SLdAvpa TavvikoD 0&€oc 10%

EEwTepLkn Xprion

MNooétnta: _ Maptida:

MNapaokevdotnke: _ XpAon éwg:

AobBevrig / 66an / ouxvéTnTa:

®OAAEN: KdTw amnd 30°C, KaAd KAELGTO KAl MPOCTATEVUEVO ATO QWC.
©epuokpaoia yta to BUD autAg tng naptidag:

Tannic acid alcoholic solution 10% w/v
External use

Quantity: _ Batch:

Prepared: __ Useby:
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Patient / dose / frequency:
Storage: Below 30°C, tightly closed and protected from light.
Temperature for this batch BUD:

References: [1]

MowoTikO6G éAeyxoG / Quality control

Katd AEMPS: 0pyavOANTITIKA XapaKTNPELOTIKA Kat TEALKHA HACa A/Kat OYKOG. € Mapaywyn mopTdwv: XpWHATIOUOG
RFE 2.2.2, dlabyela/onaAlondg RFE 2.2.1, oxetikr mukvétnta RFE 2.2.5, pH katd PN/L/CP/001/00 kat
MLKpoBLoAOYLKOG €AeyxoG RFE 5.1.4. Agv Slvovtal 0Tn ovykekpLuévn obvBean aplBunTikd épLla pH/mukvéTNTAG A
€161k doklpaola mePLEKTIKOTNTAG.

H néBobog, To 6pLo amodoynic, N MPAYHATIKA TIUN KAl 0 EAEYKTAC KaTtaypdeovTal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdleTal
attoAdynon.

Under AEMPS: organoleptic properties and final mass and/or volume. For batches: colour RFE 2.2.2,
clarity/opalescence RFE 2.2.1, relative density RFE 2.2.5, pH under PN/L/CP/001/00 and microbiological testing
under RFE 5.1.4. This formula provides no numerical pH/density limits or specific active assay.

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], [2], [11]

®0Aa&n / Storage
Katw amnd 30°C, KaAd KAELOTO Kal TPOCTATELUEVO ATd QWC.

Below 30°C, tightly closed and protected from light.

References: [1]

Awa0eon / Dispensing

Mévo og GBLkTO SEPUA KAl OOUPWYVA HE LATPLKA aEloAdynon TNG €vdelEng. H otopikn mnyr avaeépet 2-4
€QapuoyEG/nuépa. Mnv e@apudleTe 0€ AVOLKTA TPAVUATA ] EKTETOUEVEG EMPAvVELEG. O)L KaTdmoon.

Use only on intact skin after clinical assessment of the indication. The historical source gives 2-4 applications/day.
Avoid open wounds or extensive areas. Do not swallow.

References: [1]

v9_controls / v9_controls

To apBunTikd 6plo oto apyeio elvat pévo 6pLo BLRALOYPAPLKAC ava@opdc uTd TIC £6LIKEC PobMoBEéoelg. Aev €xel
oplotel BUD mpaypaTtikig naptidag kat dev £€xouv napaxOel petprjoelg aw. H akplprig abvbeon, ta
TPOATMOLTOOUEVQ, O MEPLEKTNG, N QUAAEN KoL Ta aTolxela eAEyyOU TIPETEL VOl EYKPLOODV YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. Eeapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAeyY0 BLApKELAC HETA TO Avolypa. Ta dpla USP elval Texviké mAaiolo Kat 5ev
napovoldfovtal WG EAANVIKHA vopobeaoia.

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.

AveEdpTnTn eAANVIKA Kot ayyAkr anédoon/opydvwan otolxelwy TnG avagepdpevng mNyng. Aev anoteAel enlonun petdgpaon fi £ykpLon Tov
€KOOTN.

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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Mnyéc koL mapanopunég / Sources and references

[1] FN/2003/PO/013 ALCOHOL TANICO

FN/2003/PO/013 | Master formula §§3-4; packaging/storage §5; description §6; period §7; use/precautions §§8-12 and patient leaflet | specific
formulation | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_013.pdf
[2] PN/L/FF/007/00 ELABORACION DE SOLUCIONES
PN/L/FF/007/00 | 84.3 environment; §4.4 method; 84.6 controls | general procedure | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuti
cas/pn_|_ff_007_00.pdf

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

PN/L/PG/002/00 | Clothing and protective equipment | general procedure | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_002_00.pdf
[4] CDC/NIOSH - Pocket Guide to Chemical Hazards: Ethyl alcohol

Web page reviewed 30 October 2019 | Physical properties: solubility and vapour pressure; CAS 64-17-5 | Properties of ethanol raw material;
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https://www.cdc.gov/niosh/npg/npgd0262.html

[5]1 FN/2003/PA/036 TANICO, ACIDO

FN/2003/PA/036 | Raw-material properties, handling and incompatibilities | raw material | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_036.pdf
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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

[7] 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
[8] 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
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controls and activity-specific PPE; US government public-domain document | 2026-09-12
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[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

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
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[12] USP - General Chapter <795> FAQs (official, updated 1 November 2023)
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