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Z0vOeTo Bappa Bevionc BP

Compound Benzoin Tincture

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKat mpdéoRaocn otnv mnyn / Provenance and source access

BP: npoéAevon and ta napexdUeEVA aMooTAoPATA TNG avapepduevng €kdoong. H mpoéAsvon, n ékdoon Katl ta dpLa
TWY MOPEYXOUEVWY QATOCTIOOUATWY/BLBALOYPAPLKWY ava@opwy dlatnpolvtal. To ke{pevo elvat n mapexduevn Kat
avaBewpnpévn eyypaer Sikalias, éxt véa MApnG avadnuoaoievon Tov mpwToTUTNOL TNG MNYAG. NMpdoBacn oto

A PEC MPWTATLMO YIVETAL OTOV EMONUO €KEATN, HE TNV amattoOueVn ddeta fj cuvdpopr. Aev BnAWveTal 6TL
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
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 avagopadc / Reference formula
Bdon / Basis: 1000 mL

ZvoTaTLKO / Ingredient MoooétnTta / Quantity

AMSN Barbados rj Cape tng BP 209
Barbados or Cape aloes BP

Katepyaouévog otopag 100 ¢
Prepared storax

Bevlén ZouvudTtpag, OpuuPaTIONEVN 100 g
Sumatra benzoin, crushed

ABavoAn 90% v/v g.s. ad 1000 mL
Ethanol 90% v/v

MNeprypag@n okevaopatog / Preparation description

Bappa: 20vBeto Bapupa Bevldéng BP. MNpdobeta KpLtApla epedviong 6ev TEKINPLWVOVTOL OTO E€TAOBEY £161KO
Kelpevo.

Tincture: Compound Benzoin Tincture. Additional appearance criteria are not established by the specific text
reviewed.

References: [1]

Apaon kaL xpAon / Action and use

H ninyr} op{CeL TN poper «Bapuo» Kot Tn oOvOean. Agv apéxel 6Lk KALVLIKEA €vdelEn rj 6000A0yLIKS OoYXAUa yla TO
TARPEG piypa.

The source defines the tincture and its composition. It does not provide a specific clinical indication or dosing
regimen for the complete mixture.

References: [1]
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Mpobiaypagéc / Specifications
Balsamic acids as cinnamic acid =4.5% m/V
Balsamic acids as cinnamic acid =4.5% w/v

References: [1]

®wg / Light

Agv mapéxeTal EL6IKA WTOOTABEPSTNTA TOL TEALKOU TPOIOVTOC. H amatToOUEVN QWTOMPOOTAC( TOV MEPLEKTN,
epboov opiCetal, avagépetal atn POAAEN.

Finished-product photostability is not specified. Any required container light protection is stated under Storage.

References: [1]

Aépac kKat o€eidbwon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC 0TABEPATNTAC TOL TEALKOD HiypaTtog o0Te anaitnon adpavoldc atudéoealpac.
Tnpeitatl o mepLéKTNG TNG MNYAG.

No oxidative stability study of the finished mixture or inert-atmosphere requirement is provided. Use the source
container.

References: [1]

Nepo kat SuaAvtotnTa / Water and solubility

Agv d{veTal mMOooTIKS 6plo LEPOALTIKAG OTABEPATNTAG TNG CLYKEKPLHEYNG o0vBeonG. H moodTnTta Kot moldtnTa
VEPOL 6ev PHETABAAAETAL aTd TN CLVTAYH.

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

References: [1]

Yypaoia / Humidity

Agv dlveTal aplBunTiké épLo oxeTikiG bypaoiag yla To TeEAkd okeDaopa. ATtogebyovTtal SLaBpoxr MTPWTWY LAWY
KOl HETAPOPA CUUMUKVWHUATWY OTOV MEPLEKTN.

No numerical relative-humidity limit is given for the finished product. Prevent raw-material wetting and
condensation entering the container.

References: [1]

Osppokpacia / Temperature

A€V TEKPNPLOVETAL EMLTPENTH BEpUOKpaTlakr amdkAlon i KOKAOG KatdyuEnc/andyuEnc. O Bepuokpaaieg
MOPACKEVHC Kot QUAAENC avapépovTal oTa avtioTolya medla.

No permitted temperature excursion or freeze-thaw cycle is established. Processing and storage temperatures are
stated in their respective fields.

References: [1]

pH kaiL cupBatoéoTnTa / pH and compatibility

Aev op{ZeTal €d1kd €0pog pH TOL TEALKOD OKELAOTHATOG. Agv TipooTBeTAL PLOULOTHG PH XWPIG TEKUNPLWHEVN
aAAayr Tng obvbeaonc.

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

References: [1]
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AAAec aAAnAemidpaoelg / Other interactions
ALOaVOAN: aouUBATOTNTA LE LOXUPA OEELOWTLKA.
Ethanol is incompatible with strong oxidants.

References: [2]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

Tavtomnoinon kat Bdon Coylong:

* AAGN Barbados i Cape tng BP: 20 g.

e Katepyaouévog otupag: 100 g.

¢ Bevlén Zovpdtpag, Opvupatiopévn: 100 g.

OL dnAwpEveg popeég/moldTnTeG avrikouv otnv akpLBr cbvlean tng mnyrg.

Identity and weighing basis:

* Barbados or Cape aloes BP: 20 g.

¢ Prepared storax: 100 g.

e Sumatra benzoin, crushed: 100 g.

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

References: [1]

Mpootacia epyalopévwy / Staff protection

Kabapr HOKpLUPAVLIKN EpyaoTnplakn evdupaoia, KEAALYN HAAALWY Kol YAVTLa KaTd Tov XELPLoUS. AAAQYH YOVTLWV
METE and enudAvvon/eBopd.

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

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

ExTipnon kKivdéovovu / Risk assessment

ABavOAn: ebeAeKkTOL aTO( amopdkpuvon MNYWY AVAPAEENG Kol KATAAANAOG aeplondc. H TeAk Taglvdunon
egapTtdTal and ovykEvTpwaon/uiyua.

ZuykekpLuévn naptida avagopdc: 1000 mL. MpwTto ocvotatikd: AAGN Barbados rj Cape tng BP, 20 g. EAéyETte
aVEEGPTNTA TN XNULKA HOPQH, TG HOVADEC Kol KABE KALUAKwaon mpv and COyLon.

EAEYETE OTL N XNULKA Hopor Kat N Bdon cuykévtpwong m/m, m/V 1§ V/V ou@wvoOy e Tov Tiivaka. Mnv €§LOWVETE
g Kot mL xwplg TeKunplwpévn MukvdTnTa. EAEYETE dLadyeLla/KPLOTAAAWGON KAt TNV akpLBr 066 €papuoynig.
KataypdyTte yla TNV TOMKA avdAuon moodTnTa avd mapaokevr, ouxvotTnTa £pyaoiag, dldpkela avolkTtol
XELPLOMOD, TBAVEG 00006 €KBEaNG KL AMOTEAECUATIKOTNTA TWY HETPWY eAEYX0L. AuTd elval atolela elaédouv
NG agloAdynong: 6ev amodidetal MPOooXNUATIKAC TEALKOG BaBUSC KlvdOvou.

MTNTkdG SLAADTNG TNG OLYKEKPLUEVNG @SPOLAAG: ABavoAn 90% v/v g.s. ad 1000 mL. AMOHaKPUVETE TNYEG
avAQAEENG, meploplote aTHOOC KAl avolkTH EATULON. EAEYETE oupBaTdTNTA EEQEPLOUOD, NAEKTPLKOD EEOTALOUOD
KOl TIEPLEKTN UE TOV OLUYKEKPLUEVO BLAADTN.

Inueio eAéyxov amodéopevong: enPBeBatote TeEAKS dyko | udla otn Bepuokpacia avagopdc, Stadyela A
npoBAenduevn Slaomopd Kal CUPEWYVIR MEPLEKTN/MWUATOG UE TN GUVTAYH. A OYKOUETPLKA avaywyh 1Ny
eglowveTe g he ML xwpi(g TeEKUNPLWUEVN TTIUKVOTNTA.

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

Reference batch: 1000 mL. First ingredient: Barbados or Cape aloes BP, 20 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
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assigned.

Volatile solvent in this formula: Ethanol 90% v/v g.s. ad 1000 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: [1], [2], [3], [4], [9], [11]

ZuvOnkec mapaockevng / Compounding conditions

Mpw and avdulgEn: Tavtonoinon xNULKAG HOPPAC Kot apTidag kABe cuaTaTIKOD, KaTaypaPr] BEWPNTIKWY
MOCOTATWY KAt éAEYX0GC KaBapldTNTAC TOu EEOMALOMOD. OL BEpoKPaOleG Kal N oelpd MPoodrKNg elval AVTEC TNC
MopaKATW 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], [4]

Tekpnpiwon BUD / BUD rationale

Agv evtoni{oTtnke l8LKA MelpapaTiky SldpKeLa TTOL VA KAADTITEL OAGKANPN TNV aKkPLR oOVBEDN, TOV TEPLEKTN KOl
TN HMKPOBLOAOYLKH KATAAANASTNTA.

Z0oTna dlaAdTn: atBavoAn 90% V/V wg ekXLVALOTIKS péoo. EmAéyeTatl ouvTnpEnTikd Katnyopio vdaTIKoD
OAKOOAOUXOU GUOTHMOTOC ME AVTLULKPORLAKY GUVELOPOPE TOu SLaADTN, XwPI(G dlekdiknon aw <0,6 | peyaAdTEPOL
KN LBaTkoL oplov. H KaTtaAANASTNTA TNG GLVTAPNONG OTO aKPLREC TEALKS PiyHa Mapapével mpolndOean. Aev
pHeTaQépETAL 0 Xpdvoc oe apaiwan.

ETLAEYHEVOC YEVIKOG Kavovag: €we 35 nuépeg yia vdaTik Hoper HE KATAAANAO oOOTNUA CUVTAPNONG OTNY TEALKH
obvBeon Kat pH. Xpnowuonowjote 20-25 °C, 1§ 2-8 °C pévo étav n nnyrn to emtpénel/anattel kol n oper
MOPAUEVEL KATAAANAN. Agv enapkel N ovopaoia evédg ouvTnENTLKOL €&V LT £XeL apalwbel, adpavonolnbel A
peTagepBel ae GAAN pdan.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and noapaokevr] + emAeyUévn dldpKela, AREELC MPWTWY
VAWV KoLl TUXOY CLVTOUSTEPO TEKUNPLWHEVO OpLo. O XpdvoG PHETA TO dvolypa 6ev mapaTteivel To cuvoAlkd BUD. H
TEALKA NUEPOUNVIO CUUMANPWVETAL YL TN GLUYKEKPLEVN TIOPTIBA HETE TOUC EAEYYOULC.

O yeVIKOG Kavovag anoTeAel ouvtnpeNTIKS Oplo eMAOYAC Kol OXL MELpapaTIK anddelEn otabepdTNTAC TNG
naptidag. H katnyopla cuvdéetal pe TNV TeEAKA obvBeon, TN oLVTAPNON KL TIG EMTPENOPEVEG Beppokpaaieg. H
TWUA aw 6gv MPoKOMTEL amd TO MOG0CaTO VEPOU A TNV AMWAELX KATA TNy EApavan. MNa tekunpiwaon xpnotponoliote
SOP-014 kot F-006- yia €l6ikrj aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yla kdBe un oteipa napaockevr. H katnyopla pnopel va tekunplwoel
and TNV akpBri obvBeon Kal KATAAANAQ AVTUTPOOWTELTIKE apadelypata- édtav n odvbeon elval aféRain A
oplakh, mpoTiHdTal 6K HETPNoN HE KATAAANAN HéBobo. ZTNV apoloa €ékdoan Hev LTIAPYEL HETPNUEVN aw OUTE
anodeopevpévn noptida. H didpkela Tov TEAKOD OKELAOPATOG KaTd Kavdva dev unepPBaivel To evanopévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evBlapéowv. EEaipean xpetdletal e8Ik attioAdynon 6tL dev
ennpedfeTal BLOPEVWC N PLOLKH, XNHLKA 1] HikpoBLloAoylkr moldTnTa. KataypdyTte XwpeLoTd TeAKS dplo,
NUEPOUNVIX MAPAOKELHG TWY EVOLAPETWY KL MPAYUATIKA nuepounvia ARENG TOLG.

No specific experimental period was located covering the complete exact formulation, container and
microbiological suitability.

Solvent system: ethanol 90% v/v as extracting solvent. Conservatively select the aqueous alcoholic category with
antimicrobial contribution from the solvent, without claiming aw <0.6 or a longer nonaqueous allowance.
Appropriate preservation of the exact final mixture remains a prerequisite. Do not transfer the period to a dilution.
Selected general rule: up to 35 days for an aqueous 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.

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.
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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 clarification: aw measurement is not required for every nonsterile preparation. Category assignment may use
the exact composition and relevant representative examples; an uncertain or borderline formulation is best
assessed by a suitable specific measurement. This edition contains no measured aw or released batch. The final
preparation generally must not outlast the remaining BUD of its compounded bases/intermediates. An exception
requires specific justification that physical, chemical and microbiological quality is not adversely affected. Record
the final limit, intermediate preparation dates and their actual expiry dates separately.

References: [1], [6], [7], [8], [101], [12]

MpoanaiToVpeva / Prerequisites

Agv anatteltal ywplotrh Bdon He KWOLKO uNTPWoUL. Tuxdv eUNopPLKd OYXNUA TIAPAUEVEL TO AKPLBEC KATOVOUALOUEVO
npoidv Tou mivaka.

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

References: [1]

EEomAlopoGg / Equipment

Zuyo6¢ KaTtdAANANG eAdxLotng C0ylong, youdi/omepog i opoyevonolnthg, doxela avdulgEng, ondTtovAeg,
BepudueTpo dtav vndpyxel O€puavaon, dpyava oyKopETPNONG 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

AloBpéETe TIc 6pdyec oe 800 mL atBavOANnG o€ KAELGTO MEPLEKTN TOVAGYLOTOV 2 NUEPEG UE TTEPLOBLKA avadevon).
AnBrioTe Kal eEKMAOVETE PE atBavoAn péxpt 1000 mL.

Macerate the botanical materials in 800 mL ethanol in a closed vessel for at least 2 days with occasional shaking.
Filter and wash through with ethanol to 1000 mL.

References: [1]

Mapatnpnoelg / Observations

H teAwkr} moodétnta eival n Bdon tou mivaka cdvBeong. Kataypdeovtal mpayuaTikh andédoaon, Tuxdv anwAELEG Kal
amokA{oELG 0TO @UANO EKTEAEDNG.

The final quantity is the master-formula basis. Record actual yield, losses and deviations in the batch record.

References: [1]

MepLékTnNG KalL ovokevagia / Container and packaging

Emdoyn yia tomkr) agloAdynaon: kaAd kAeloth @LdAn oupPBath pe to vypd. Mpw and MARpwaon eAéyyovtat
KaBapldtnTa, akepAOTNTA, OTEYAVOTNTA Kol GUMBATOTNTA LALKOU/MWUATOC. H €161KA povoypagia dev
TEKUNPLWVEL CUYKEKPLUEVO EUTTOPLKO TEPLEKTN.

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]

Sikalias Greek Formulary | Reference documentation 5



compounding.gr | 10.0 | 2026-10-14

MowoTikOG éAeyxoG / Quality control

Epapudletal o mpoadloplonds Benzoin Inhalation oe 10 mL Bdupatog. 1 mL NaOH 0,1 M = 14,82 mg oAlLKWY
BOACOUULKWY 0EEWYV WC KIWWOUWLKS 0ED.

H uébodog, to éplo amodoync, N MPAYHATIKI TIUA KoL 0 EAEYKTAC KaTaypdgovTal XwploTd ato F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavdAnyn eAéyxwv xpeltdleTal
attoAdynon.

Apply the Benzoin Inhalation assay to 10 mL tincture. Each mL 0.1 M NaOH equals 14.82 mg total balsamic acids
as cinnamic acid.

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

Mo dldpkela mov amnodibetal amnd yevikd Kavéva, epapudletal emmnAéov n BepUokpacia TNG EMAEYUEVNG
katnyoplag oto nedlo BUD. H iy 6&gv tekunplwivel avBaipetec aAlayéc Bepuokpaaiag.

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

References: [5]

AwaOeon / Dispensing

AldBeon pe oagr 066 xpriong, MEPLEKTIKOTNTA Kot NUEPOoUNnvia Xpriong. H moogdtnta avd papuoyn Kat n
oLXVOTNTA CLUUMANPWYOVTAL COUPWVA LE TN CLVTAYH.

Dispense with a clear route, strength and use-by date. Complete amount per application and frequency from the
prescription.

References: [1]

EmioApavon / Labelling

20vBeTo Bdppa Bevlong BP

EEwTeptkr xprion

Moocétnta: _ Maptida:

Mapaokevdotnke:  XpAon éwg:

AcBevrig / 66on / ouyvéTtnTa: _

®OAaEN:

©eppokpaocia yla To BUD auTtAg tng naptidag:

Compound Benzoin Tincture
External use

Quantity: _ Batch:
Prepared: __ Useby:
Patient / dose / frequency:
Storage:

Temperature for this batch BUD:

References: [1]
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v9_controls / v9_controls

To apBunTiké 6plo oto apyelo elval pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €YEL
opltotel BUD mpayuaTikAc mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBrigc obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N GUAAEN Kol Ta aTolxela eAéyyou PEMEL val YKPLOODVY YLl TN CUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapEn tng napaokevig. Epapudletal To GUVTOUGTEPO
TEKUNPLWHEVO 6PLo, PE XWPLOTO €AeyY0 BLdpKeELaG HETA TO dvolypa. Ta dpla USP elval texviké mAaiolo kat dev
napovotdfovtal wg eAANVIKY vouobeaia.

The numeric value is a literature reference ceiling subject to its specific conditions. No actual batch BUD has been
assigned and no aw measurements have been produced. The exact formula, prerequisites, container, storage and
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.

AVEEGPTNTN EAANVLKA KOl ayYALKH andédoon/opydvwaon oTolxelwy TNG avaeepdpuevnc mNyng. Aev anoteAel enlonun petdgpaon fi €ykplon tTov
€kdOTN.

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

Mnyéc katL mapamnounég / Sources and references

[1] British Pharmacopoeia 2016 - Compound Benzoin Tincture

2016 | PDF pp. 1-1; user-supplied BP extract; URL is publisher catalogue, not the licensed full monograph | master formula | 2026-09-10
https://www.pharmacopoeia.com/

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

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

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

Awabéoipo 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
[4] 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

[5] 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
[6] 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
[7]1 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/
[8] CDC - Chemical Disinfectants: Alcohol

28 November 2023; 2008 guideline | Alcohol: Overview and Microbicidal activity | Alcohol antimicrobial context; not a finished-product
preservative challenge test | 2026-09-12

https://www.cdc.gov/infection-control/hcp/disinfection-sterilization/chemical-disinfectants.html
[9]1 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
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17,

L

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

https://picscheme.org/docview/3443
[12] 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
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