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Bopilk6 0&0 3% m/V, vdaTiKkO SepaTIKO SilaAvpa

Boric acid 3% w/v aqueous cutaneous solution

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
Bd&on / Basis: 100 mL /100 mL

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Boptkd oE0 39
Boric acid
KekaBapuévo 08w g.s. ad 100 mL

Purified water

MNeprypag@n okevaopatog / Preparation description

Alavyég, dxpwpHo SltdAvua e 3 g Boplkol 0&€og oe TeALkS dyko 100 mL, dnAadr) 30 mg/mL. Agv epLéxel XwpLloTtd
ouvTNPENTLKS 1 PLOULOTIKS cboTnua. H B€puavon otnv mopaockevr dev To KabBLoTtd otelpo.

Clear colourless solution containing 3 g boric acid in a final 100 mL, equivalent to 30 mg/mL. No separate
preservative or buffer is listed. Heating during preparation does not make it sterile.

References: [11], [2]

Apaon kat xpAon / Action and use

H nnyr} To Kataypdeel wg Ao SepUATIKO avTionmTikd pe epapuoyr 600 popéc nuepnoiwg. Xprion névo oe
TIEPLOPLOUEVN EMIPAVELX GOLKTOL SEPUATOC HE KALWWLKE €vBELEN: o)L yla pudTia, otéua, potn, BAevwoydévoug i
TPAOUATA.

The source lists a weak cutaneous antiseptic action with twice-daily application. Restrict use to a limited area of
intact skin for a clinical indication; not for eyes, mouth, nose, mucosa or wounds.

References: [11], [2]

Mpodiaypagic / Specifications

Boptkd 0&0 katd RFE 0001 kat kekaBapuévo BOwpP katd RFE 0008. H mpodlaypager npwtng OANG 99,0-100,5% 6¢gv
elvat 6pLo TeAkoL BlaAdpaToC. TEAKOG éAeyxoc: Slavyela, anovoia KPVOTAAAWY Kot TEALKOC dykog 100 mL- Hev
napExeTal aplOUNTkd 6pLlo TEALkol pH 1§ mPoadloplopnold MePLEKTIKOTNTAG.
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Use boric acid RFE 0001 and purified water RFE 0008. The raw-material assay of 99.0-100.5% is not a
finished-solution limit. Check clarity, absence of crystals and final 100 mL volume; no final pH or assay
acceptance range is supplied.

References: [1], [2], [5]

®wg / Light

Awatripnon og gatoki{tpvn eLEAN, npootatevpévn and ewc. H nyr} 6{vel avtrh tn ocuvbAKn XWPEI(C MOCOTLKA HEAETN
QowTodldonaong.

Store in an amber bottle, protected from light. This requirement is supplied without a quantitative
photodegradation study.

References: [1]

Aépac kalL oEeidbwon / Air and oxidation

Kpatrote KaAd KAeLoTH TN LEAN WoTe va neploplCovtal eE&TLoN vEPOD, aBENCN CLUYKEVTPWONG Kat eMdAvvON.
Agv anatteltal adpavég aéplo amnd Tnv mnyh.

Keep the bottle tightly closed to limit water evaporation, concentration increase and contamination. The source
does not require inert-gas blanketing.

References: [1], [5]

Nepo kat SuaAvtoTtnTa / Water and solubility

To vepd elvat o KOpLog popéac. Xpnoiuomote(tal kekaBapuévo BowWp, éxL vepd Bplong: avanApwaon HEXPL ToV
TEALKS OYKO HOVO PETA YOEN. H agBevric avTionnTikr dpdon tov Boplkod 0E€og eV amModELKVDEL AMOTEAECUATIKN
oLVTAPNON TOL MEPLEKTN.

Water is the main vehicle. Use purified water, not tap water, and make up final volume only after cooling. Weak
boric acid antiseptic activity does not establish effective preservation of the container contents.

References: [11], [2], [6]

Yypaoia / Humidity

Meploplote TN okOVN TNG MPWTNG OANG HE eAeyXOUEVO XELPLOUS o€ ENpd, KaBapd otabud. H yevikr dladikaaoia
avaPEPeL OXETIKA vypaoia =60%. Aev dilveTal EexwploTh mpodlaypaer evatodnoiag TeALkoO SLOAOUATOG OTNY
vypaoia.

Control raw-material dust in a clean dry weighing station. The general procedure specifies relative humidity
=60%. No separate humidity-sensitivity specification is given for the finished aqueous solution.

References: [3], [5]

Oeppokpacia / Temperature

To vepd pépeTal oe Bpaoud ya SLdAvon Kat To dLdAvpa yoxeTal pwv ditinaon/cuunArpwaon éykov. ®OAaEN KATW
amnd 25 °C. H ICSC 6{vel SlaivtédTnTa 5,6 9/100 ML vepod atoug 20 °C, dxL oToLC 2-8 °C: BEV TEKUNPLWVEL
EMOMEVWG aLTOHATN YOEN BLaAbuaTOC 3%.

Bring water to boiling for dissolution and cool before filtration/final volume adjustment. Store below 25 °C. ICSC
reports water solubility of 5.6 g/100 mL at 20 °C, not at 2-8 °C; it does not establish compatibility of refrigerating
a 3% solution.

References: [11], [3]
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pH kai ovpBatétnta / pH and compatibility

To Boptkd o0&V elval aagBevég 0&D. Agv Slvetal TeAkd pH 1 emttpentd €0pog yia auth Tt oOvOeon. TIEG GAAWY
OLUYKEVTPWOEWY 0TNY ToELKoAOYLKH BLBALoypapia ev peTatpénovtal o€ npodlaypagr. Mnv npoabétete Bdon yla
p0OuLON pH.

Boric acid is a weak acid. This formula has no specified final pH or acceptance range. Values for other
concentrations in toxicological literature are not finished-product specifications. Do not add alkali to adjust pH.

References: [11], [3], [4]

AAAec aAAnAemidpaoccelg / Other interactions

ATOQUYETE AVAULEN LE AAKAALY, OvOPaKLKA/VEPOEE(BLA, TOAUBLVUALKH AAKOOAN A Tavviveg: n enionun povoypaeia
MPWTNG UANG TA ava@EéPEL WG AOLPBATAOTNTEG. MNV TIPOCBETETE XPWOTIKA XWPIG véa eykekpLuévn abvBean,
napdTL N MNYH QVAPEPEL TPOALPETIKG XPWHATLOUO.

Avoid mixing with alkalis, carbonates/hydroxides, polyvinyl alcohol or tannins, which the official raw-material
monograph lists as incompatibilities. Do not add a colourant without an approved revised formula, although the
master mentions optional colouring.

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

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

Boptkd 0E0 H3BO3, CAS 10043-35-3, Mr 61,8. Ta 3 g avtiotolyolv os Boptkd oD Kal OxL o€ otolyelakd BOpLo- bev
EMLTPEMETAL avTikaTdoTaon pe Bépaka. H dlaAvtdTnTa QLEGveTaL LE BEPUS vEPD, AN N TeALKH dladyela
eAEyxeTAL HETA YOEN.

Boric acid H3BO3, CAS 10043-35-3, molecular mass 61.8. The 3 g charge is boric acid, not elemental boron; borax
is not a substitute. Hot water facilitates dissolution, but final clarity must be checked after cooling.

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

MpooTtacia epyalopévwy / Staff protection

Z0ylon pe meEPLopLopd okévnG/Tomkr amaywyr, yavtia, modid kat mpootoacia oBaAuwy. MpootatedoTe EMUTAEOV
and eykadpata otn peTagopd Bpaotol vepol. H mpwtn OAN Tagopeltal wg duvntikd BAaMTIKA yla yoviudTnTa
Kot €UBPLo’ N eNayYEAUATLKY EKTIUNON MPéNeL va eEETATEL ELOTIVON KL aAvamopaywyLkr €ékBeon.

Contain dust/use local extraction when weighing; wear gloves, coat and eye protection. Add burn controls for
boiling-water transfer. The raw material is classified as potentially damaging fertility and the unborn child;
occupational assessment must address inhalation and reproductive exposure.

References: [3], [4], [5]

EKTipnon kKwvéovovu / Risk assessment

AnayopedeTal N XpHon o€ mModld KATW TwY 3 €TWY COUPWYA UE TNV TNYH, 0 HEYAAEC eMPAVELEC, BAEVVOYOVOUC,
Tpavpato/eykadpata A enl pakpdv. H anoppdenon and dOikto 6€ppa elvat pikpr, aAAd avdvetal oe BAGRN Tou
QPayHoL- aldld Kot vepplkr SuoAsttovpyia xpetdlovtal olaitepn agloAdynaon. ZuoTnuaTikh ékBean umopel va
TIPOKOAAETEL YOO TPEVTEPLKY, VEUPOAOYLKHA Kal VEPPLKH ToEKGTNTA. Ta Hedopéva avamnapaywylkig ToglkédtTnTag dev
KaBopiCouv and péva toug ao@aAr deppaTiky 66an.

The source excludes children under 3, large surfaces, mucosa, wounds/burns and prolonged use. Absorption
through intact skin is low but increases with barrier damage; children and renal impairment require particular
assessment. Systemic exposure can cause gastrointestinal, neurological and renal toxicity.
Reproductive-toxicology data do not by themselves establish a safe topical dose.

References: [11], [3], [4]
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ZuvOnkec mapaockevng / Compounding conditions

Mo 100 mL Quylote 3,00 g. MeTd B€puavaon/6ldAivan, agriote va YuxBel MAAPWC mpLv pocadloploeTe TOV TEALKO
Oyko. Epyaote{te ue kaBapd okedn Kot eAeyxduevn motdTnTa vePoD: o0TE 0 Bpaoudg olTe n anAr duibnon
QAMOTEAODY EMKLPWHPEVN anooTe{pwan.

For 100 mL weigh 3.00 g. After heating/dissolving, cool fully before setting final volume. Use clean equipment and
controlled-quality water; neither boiling nor simple filtration is validated sterilisation.

References: [1], [5]

Tekpnpiwon BUD / BUD rationale

H AEMPS avag@épel 3 HAVEC, 0€ KOAG KAELOPEVN @atoK{TPLVN PLEAN, pooTaTeLEVN amd PwC, K&Tw amd 25 °C. Agv
evtoniotnkav MAARPNG HeEAéTN TNG akpLlBolc obvBeoncg, challenge test | 6edopéva xpriong PeTd dvolyua. H Twur 89
NUEPWY €lval pévo 0poer] TNG €L6LKAG MNYAG HETA TOTIKA TEKUNPLWHEVN amodoxr HE EAEYXOULG HLKPORBLOAOYLKAG
notdTnTaC, Kat neplopiletal emmnAéov o TPELG NUEPOAOYLOKODC UAVEG/AREELC LAWVY. Agv anoteAe( USP default. Edv
n vnnpeoia epapUdTEL ATMOKAELOTIKA TOV YEVIKO Kavdva N cuvTnenUévwY LEATIKWY, oL 14 nuépeg amnattodv 2-8 °C
Kal mponyoluevn TeKunplwon anovoi{ac KPLOTAAAWGONG: dev peTaTpémovTal o€ 14 nuépec SwuaTtiov. Xwplc
anodoxn €61k¢ NYAG i cupBatdTNTOC POENG Bev amodeopedeTal pe avBaipeto BUD.

O apxLkdG ULKPOPBLOAOYLIKAG EAEYXOG BEV TEKUNPLWVEL LOVOG TOL dlaTthpnon KATAAANANG moldTNTAG yia 89 nUEPEG.
H tomkr vloB€étnon tng neptddou mpénel va KAAOTITEL UkpoBLoAoyLkh motdTnTa oe OAn th SLdpKeLa, TO
moAvd4oLo QLAAIBLO Kol Tov XeLpLopd HETA TO dvolypa. EkdoTikr oOuBaon: ta pnviaia épla tTng nnyng
TOPAUEVOLY NUEPOAOYLOKA: TO apLOUNTIKG 6plo peTaTpotmrc eival 28 nuépeg ywa évav priva fj 89 yia Tpelg: tuxdv
XWPLOTA emAeYHEVO BpaybTePO dplo eEakoAouBel va uteployVeL. MpoKELTAL yla oLVTNPENTLKY HeETATPOMH, O)L
avTtoAeEel 6plo TNG MNyAC.

AEMPS states three months, tightly closed in amber glass, protected from light below 25 °C. No full exact-formula
stability study, challenge test or in-use data were identified. The 89-day value is only the source-specific ceiling
after documented local adoption with microbiological-quality controls, further limited by three calendar months
and ingredient expiry. It is not a USP default. Where only the general unpreserved aqueous rule is used, 14 days
requires 2-8 °C and prior evidence against crystallisation; it cannot become 14 days at room temperature.
Without source-specific adoption or refrigeration compatibility, do not release with an arbitrary BUD.

Initial microbiological testing alone does not establish suitable quality for 89 days. Local adoption of the period
must address microbiological quality throughout dating, the multidose bottle and handling after opening. 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], [6]

Mpoamaitovpeva / Prerequisites

Agv anatteltal evdldpeco dldAvpua. Xpeldlovtal mpodlaypapéc Boplkod 0E€og/vepol, Sladikaaoia SLAAVPATWY Kot
TeEKUNPLWHPEYN Bladpour) andédoong BUD eldLkrig mNyAG. ETikéTta deppatikic Xxpriong HeE evBLAKpLTN anaydpevon
Ko Tdmnoong.

No intermediate solution is needed. Required dependencies are boric acid/water specifications, the solutions
procedure and a documented source-specific BUD assignment pathway. The cutaneous label must prominently
prohibit swallowing.

References: [1], [2], [5], [6]

E€omAlopog / Equipment

Zuyo¢g yua 3 g, avBeKTIKO 0Tn B€pUavan YUAALVOo TOoTAPL, NAEKTPLKH BEPUAVTLKY MAdKa, avabeLTHPAC, KATAAANAO
@{ATPO, OYKOPETPLKO Hédo 100 mL Kat @atoki{Tplvn QLAAN. MPOCTATEVTIKA YLa XELPLOPO BEPUWY OKELWVY.
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Balance suitable for 3 g, heat-resistant glass beaker, electric hotplate, stirrer, suitable filter, 100 mL volume
measure and amber bottle. Provide protection for handling hot equipment.

References: [1], [5]

M£0060¢ mapaokevng / Compounding method

1. OgppdveTe HEPOC TOL KEKABAPUEVOL BBATOC WG Bpaoud. 2. AloADoTE MAAPWCE To Boplkd 0EL. 3. AprioTE va
puxOel. 4. AinBACTE KOL CUPTIANPWOTE HE KEKABAPPEVO DOWP WG aKPLBWCS 100 mL. 5. EmBeBalwoTte dladyela o€
Beppokpacio UAAENG, HETAPEPETE OTN QPLAAN Kal KAE(OTE.

1. Heat a portion of purified water to boiling. 2. Dissolve all boric acid. 3. Allow to cool. 4. Filter and make up to
exactly 100 mL with purified water. 5. Confirm clarity at storage temperature, transfer to the bottle and close.

References: [11], [5]

Napatnpnoelg / Observations

H ovopaoia «Boptkd vepd» 6ev onuaivel 0eBaAULkd didAvpa. H mapodoa abvbeon kat diadikaoia elval pn otelpeg
Kot 5ev MANPOOY ALUTOUETWE LoOTOVIKATNTA H 0QOAAULKEC TpodLaypapéc. KpOoTaAAol peTd YOEN amoTeEAODY
anékALon Kat 6xt Adyo odnylag «avakwAoTE» ylo JETATPOMH OE EVALWPNUA.

The name boric water does not mean an ophthalmic preparation. This formula/process is nonsterile and does not
automatically meet isotonicity or ophthalmic requirements. Crystals after cooling are a deviation, not a reason to
relabel the solution as a shake-before-use suspension.

References: [1], [2], [5]

MeplékTnG KaL ovokevaoia / Container and packaging

KaAd kAelopévn gatokitpvn @LEAN KATEAANAN Yo LOATIKG BePUATLKO BLdAvpa. EMAEETE MEPLEKTN TIOL HEV PoLdTeL
HE OO0 vEPDS 1] 0PBAAULKEG OTAYOVEC KAl HLKPHA TPAKTIKH TOCOTNTA YL TNV EYKEKPLUEVN Beparmela.

Tightly closed amber bottle suitable for an aqueous cutaneous solution. Use packaging unlikely to be mistaken for
drinking water or eye drops, in a practical quantity matched to the authorised treatment.

References: [11], [5]

MowoTikO6¢ éAeyxocg / Quality control

EAEyETe mpwtTn OAN, QOYLoN, TEALKS GyKo HETE WOEN, Sladyela Kat KpuOTAAAOUG. MNa napTideg n yevikn dladikacia
MEPLAAUBAVEL EAEYXOLC PH/MLKVATNTOC KAl PLKPORBLOAOYLKAC TotdTnTaG OMov papudlouy: XpeltdlovTal TOMLKEG
HEBOBOL/OpLa, Bev €xouv ekTeAeoTel €6W. H omTikr dladyela Hev amodelkvOel ILKPOBLOAOYLKY AO@AAELQ.

Check material identity, weight, final volume after cooling, clarity and crystals. For batches, the general procedure
includes pH/density and microbiological checks where applicable; local methods/limits are needed and were not
performed here. Visual clarity does not establish microbiological safety.

References: [1], [5]

®0AaEn / Storage

Kdtw amné 25 °C, npootacia and ewc Kal KaAd KAELOPEVO. MNnv elodyeTe eQapuooTr i HOALOPEVO LALKO aTn QLEAN.
Mnv aAA&Cete o€ YuxdPevN QOAAEN XWPIC TEKUNPLWHEVN QLOLKH CLUPBATOTNTA TNEC CLUYKEKPLUEVNG OLYKEVTPWONG.

Store below 25 °C, protected from light and tightly closed. Do not introduce applicators or contaminated material
into the bottle. Do not change to refrigerated storage without evidence of physical compatibility at this
concentration.

References: [11], [3], [6]
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AwaOeon / Dispensing

EmBeBatote nAtkia =3 €Twv, AOIKTO 6€pua, HUIKPH MEPLOXH Kal gOVTOUN YKEKPLUEVN Bldpkela. AELOAOYHOTE
KOnon/yaiovyia kot ve@plkr vé60oo. Z€ KATATOON | CUOTNUATIKA CUUNTWHATA anatte{Ttal dueon
LOTPKA/TOELKOAOYLKH emKowwvia: pnv divete 0dnyieg avtobepaneioc dGnAntnplaong.

Confirm age =3 years, intact skin, limited treatment area and a short authorised course. Assess
pregnancy/lactation and renal disease. Ingestion or systemic symptoms require immediate medical/poison-centre
advice; do not give self-treatment instructions for poisoning.

References: [11], [4]

Enmwonpavon / Labelling

Boptkd 0&0 3% m/V (30 mg/mL) - pévo yia depuatikr xprion. NA MHN KATAMINETAI Oyt yw
HaTLa/BAEVVOYSVOLG/TpaOaTa A TAdLA KATW Twy 3 €TWVY. Xprion cOPgwva Pe TtTh ouvtayr. Kdtw amnd 25 °C,
npootaoia and Pwg, KAAQ kKAelopévo. Naptida, noodTnTa, MAPACKELA KAl EYKEKPLUEVN NUEPOUNVia Xprong:
CUPMANPWYOVTAL KATA TNV EKTEAEDN.

Boric acid 3% w/v (30 mg/mL) - cutaneous use only. DO NOT SWALLOW. Not for eyes, mucosa, wounds or children
under 3. Use as prescribed. Store below 25 °C, protected from light, tightly closed. Enter batch, quantity,
preparation and authorised use-by dates during execution.

References: [11], [4]

v9_controls / v9_controls

To apBunTikd 6plo oto apxeio elvat pévo 6pLo BLRALOYPAPLKAC ava@opdc uTd TIC £6LIKEC PoDMoBETeLG. Agv €xEL
oplotel BUD mpayuaTtikAg maptidag kat 6ev £xovv mapayOel petprioelg aw. H akplBric obvBeon, ta
TIPOATALTOVHEVA, O MEPLEKTNG, N GOAAEN Kal Ta agTolyela EAEYXOUL TIPETMEL VO EYKPLOOUY YLa TN CUYKEKPLUEVN
epappoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAeyYO BLAPKELAG HETA TO Avolypa. Ta dpla USP elval Texviké mAaiolo Kat 6ev
nopovaldfovtatl WG EAANVIKN vouoBeaoia.

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.

Mnyécg kaiL mapamnounécg / Sources and references

[1] AEMPS, Formulario Nacional - AGUA BORICADA (FN/2003/P0O/006)

FN/2003 source identifier; current standalone official PDF accessed 2026-10-13 | PDF pp. 2-3; composition, specific method, storage, validity
and patient leaflet | Master composition, preparation and source-specific conditions. Independently written factual adaptation; not an official
translation or endorsement. No laboratory testing performed for this document. | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2003_po_006.pdf
[2] AEMPS - Acido bérico (FN/2003/PA/007)

FN/2003; standalone official PDF accessed 2026-10-13 | PDF p. 2 | Raw-material identity, physical properties, incompatibilities and
route-specific precautions; raw-material assay limits are not finished-product specifications. | 2026-10-13

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_007.pdf
[3]1 ILO/WHO International Chemical Safety Card 0991 - Boric acid

April 2014 | Identity; hazards/prevention; physical properties; chemical dangers; notes | Occupational hazards of the identified raw material.
Neat-material flash points and toxicity are not measured finished-mixture properties. | 2026-10-13

https://inchem.org/documents/icsc/icsc/eics0991.htm
[4] EMA - Boric acid and borate used as excipients: supporting report, Rev. 1

EMA/CHMP/765436/2012 Rev.1, 11 November 2021; published 28 July 2022 | Summary; pharmacokinetics and dermal absorption;
developmental/reproductive toxicity; pp. 3-6 and safety discussion | Boron toxicology and exposure assessment. Excipient guidance does not
itself establish an active topical product dose, BUD or an efficacy claim. | 2026-10-13
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https://www.ema.europa.eu/en/documents/report/boric-acid-and-borate-used-excipients-report-published-support-questions-and-answers-bor
ic-acid-and-borates-used-excipients-medicinal-products-human-use-rev-1_en.pdf

[5] AEMPS - Elaboracién de soluciones (PN/L/FF/007/00)

Official FN procedure, version 00, accessed 2026-10-13 | Sections 5-6: environment, preparation, packaging, finished-product checks | Official
general dosage-form procedure; exact formula method takes precedence; batch-level tests are distinct from tests actually performed. |
2026-10-13

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuti
cas/pn_|_ff_ 007_00.pdf

[6] USP - Compounding Standards and Beyond-Use Dates

November 2022 update, official USP fact sheet hosted by Mississippi Board of Pharmacy | Nonsterile preparation BUD overview and category
table | General BUD framework; an AEMPS source period is not automatically a USP-NF monograph exception, and no measured water activity
is implied. | 2026-10-13

https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
[7]1 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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