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ZTOMATLKA YEAN piKovalOAng faong 2% FTM

Miconazole base oral gel 2% FTM

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 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

MikovalOAn Bdon 249
Miconazole base

FAvKePOAN 179
Glycerol
ALBEpLo €AaLo pévTag 2 drops / otaydveg

Peppermint oil

YrnpoueAA6Zn 4000 39
Hypromellose 4000

Yowp YE ouvTNPENTIKA FTM g.s.ad 100 g
Preserved water FTM

MpoanaiToVpeva / Prerequisites
CGR-BE-003 Preserved water FTM

Meplypa@n okevaopatog / Preparation description

ZTOMAaTLKA YEAN: ZTOMATIKA YEAN HIKovaloANG BAong 2% FTM. Mpdobeta KpLTHPLA ELPAVIONG BEV TEKUNPLLIVOVTAL
0To eEcTa00év €61KS Kelpevo.

Oral gel: Miconazole base oral gel 2% FTM. Additional appearance criteria are not established by the specific text
reviewed.

References: [1]

Apaon kaL xpron / Action and use

Kavtwtiaon otopato@apuyylkod BAevvoydvou.
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Oropharyngeal mucosal candidiasis.

References: [1]

Mpodiaypagéc / Specifications
YMpopeAASTN: LEwdeg SLaAOaTOG 2% oTtoug 20 °C 3000-5600 mPa-s.
Hypromellose: 2% solution viscosity at 20 °C 3000-5600 mPa-s.

References: [1]

®wg / Light

Aev mapéxeTal 6IKA pWTOOTABEPOTNTA TOL TEALKOD TMPOIOVTOC. H amaLTOOUEVN QWTOMPOCTAC( TOL MEPLEKTN,
epboov opiCetal, avagépetal atn GOAAEN.

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

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTABEPOTNTAC TOL TEALKOD HiypaTog o0TE anaitnon adpavoldg atudéoealpac.
Tnpe(tal o MEPLEKTNG TNG MNYAG.

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

References: [1]

Nepo kat dtaAvtéTnTa / Water and solubility

H yAukepOAN avaptyvieTal He vepd. Autd 6ev kabBopl(Zel UikpoBLoAoyikr oTaBePSHTNTA TOL OKELACGUATOG.
MwkovaldAn Bdon: n avtiotolyn kaBapr mMPWTN VAN KaTd JP lval MPaKTIKA adldAuTtn oTo vePO.

Zvotatikd tng Bdong CGR-BE-003: MapaddpoEuBevloikdc peBuAeotépac: n avtioTolyn kabapr mpwtn OAN KOTd
JP glvat Alyo dlaAvtr oto vepd.

Yvotatikd tne Bdong CGR-BE-003: MapaddpoEuBevlolkdc mpomuAeoTtépac: N avtiotolxn kabapr mpwtn AN KaTtd
JP elvat moAD Alyo SlaAutr oto vepd.

Glycerol is miscible with water. This does not establish product microbiological stability.

Miconazole: JP classifies the corresponding pure raw material as practically insoluble in water.

Component of base CGR-BE-003: Methyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as slightly soluble in water.

Component of base CGR-BE-003: Propyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as very slightly soluble in water.

References: [2], [4], [8], [9], [10]

Yypaoia / Humidity
Yypookotitkr) YAUKEPOAN- meplopioTe €kBeon TNG MPWTNG DANG OTNY LYpaoia.
Glycerol is hygroscopic; limit raw-material exposure to moisture.

References: [2]

Oeppokpacia / Temperature

Mo to TeAkd okebaopa N mnyr opiCeL:
ZwAnvdplo, 15-25 °C.

For the finished product the source specifies:
Tube, 15-25 °C.
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References: [1]

pH kai oupBatotnta / pH and compatibility

Agv op{CeTtat €8kd €0pog pH TOL TEALKOU OKELAOTUATOG. Agv TipooT(BeTal pLOULOTAG PH XWPIG TEKUNPLWHEYVN
aAAayrf TnG obvBeang.

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

References: [1]

AAAec aAAnAemidpaoelg / Other interactions
FAvkePOAN: emk{vbuvn avtidpaon pe oxupd oeBWTLKE.
Glycerol: hazardous reaction with strong oxidising agents.

References: [2]

Ewdika otolxeia cvotaTtikwv / Ingredient-specific information

FALVKEPSOAN: dypwHo, dLavyég, MaxOPPELOTO KAL EVTOVA VYPOOKOTILKG LYPO. AvautyvieTal he vePd, aAAd lval
TMPOKTIKE adldAvTn o Aumapd Kot atBépla EAata.

MikovaZOAn Bdon: mpwTn VAN LE XOPAKTNPELOUS HLAALTOTNTAG OTO VEPS «MPAKTIKA adldAvtn» KaTd JP.
FALKEPOAN: tapaAafr He TavTéOTNTA APXLKOD TTapaywyol, mapTda Kal agLOTLOTO TLOTOMOLNTIKG. MNa TIG OXETIKEG
MPWTEG VAEG, To FDA ava@épel éAeyxo SlatBuAevoyAvkOAng (DEG) kat atBuAevoyAvkOANng (EG), kaBeuldg éwg
0,10% cOpewva Pe TNV €papuooTéa povoypapia. To 6plo agopd Tnv mpwtTn VAN.

Zvotatikd tng Bdonc CGR-BE-003: MapaddpoEuBevlolkdg HEBLVAETTEPAG: MPWTN DAN HE XAPAKTNPLOUS
dloAvTéTNTOG 0TO VEPS «Alyo BlaAuTr» Katd JP.

Yuotatikd Tne Bdong CGR-BE-003: MapaddpoEuBevlolkOC MPOMUAECTEPAC: MPWTN DAN UE XOPAKTNPLOUS
SlaAvtdéTNTAC 0TO VEPD «TIOAD Alyo dlaAvth» Katd JP.

Glycerol: clear, colourless, viscous and strongly hygroscopic liquid. It mixes with water but is practically insoluble
in fixed and essential oils.

Miconazole: raw-material water solubility is classified as practically insoluble by JP.

Glycerol: retain original manufacturer, lot and reliable certificate. For the applicable raw materials, FDA describes
DEG and EG testing, each limited to 0.10% under the relevant monograph. This is a raw-material limit.
Component of base CGR-BE-003: Methyl Parahydroxybenzoate: raw-material water solubility is classified as
slightly soluble by JP.

Component of base CGR-BE-003: Propyl Parahydroxybenzoate: raw-material water solubility is classified as very
slightly soluble by JP.

References: [2], [4], [5], [8], [9], [10]

MpooTtacia epyalopévwy / Staff protection

KaBapr HoOKPUHEVLIKN EpyaoTnELaK evdupacia, KAALYN LOAALWY KoLl YAVTLa KATA TOV XELPLond. AAAQYH YAV TLWY
META amnd emudAvvon/ebopd.

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

References: [1], [3], [6]
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ExTtipnon kivdovov / Risk assessment

ZuykekpLuévn napTtida avagopdc: 100 g. MpwTto cuoTtaTtikd: MikovaldAn Bdon, 2 g. EAéyETte aveEdptnTa TN
XNUIKA Hopor, TIG HoVAdECG Kal KABe KALUdKwaon mpwv and Coylon.

EAéyETe opoloyévela, oBwAoug, dlaxwploud Katl mpayuaTiky anddoon npwv and vnodlaipeon. H cuokevaoia mpénel
Vo ETILTPEMEL opoLdopen epappoyr Xxwplc eloaywyri vEPoL 0TO TMEPLEXOUEVO.

KataypdyTte yla TNV TOMKA avdAuon moodTnTa avd mapaokevr, ouxvotTnTa epyaoiag, dtdpkela avolkTtol
XELPLOMOD, TBAVEG 06006 €KBEaNG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYXOL. AuTd elval atowela elaédov
NG agloAdynong: 6ev anodidetal MPOooXNUATIKAC TEALKOG BaBUdC KlvdOvou.

Znuelo eAéyyou amnodéopevong: emBepatwote TeAkd dyko 1 udla otn Beppokpacia avagopdc, dladyela A
nMpoBAenOueYN dlaoopd Kal CLHEWVIX TEPLEKTN/MWUATOC LE TN ouvTayr. Ma OYKOUETPLKY avaywyr Unv
eElowveTe g gE ML Xwpl(G TeKuNPLwPévn ukvédTNTA.

Reference batch: 100 g. First ingredient: Miconazole base, 2 g. Independently check chemical form, units and
every scale conversion before weighing.

Check homogeneity, aggregates, separation and actual yield before subdivision. Packaging should allow uniform
application without introducing water into the contents.

For the local assessment record quantity per preparation, work frequency, duration of open handling, potential
exposure routes and effectiveness of controls. These are assessment inputs; no fictitious final risk score is
assigned.

Release checkpoint: confirm final volume or mass at the reference temperature, intended clarity or dispersion,
and specified container/closure. Do not equate grams and millilitres without a justified density.

References: [1], [12], [14]

ZuvOnkec mapaokevng / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HoPeAG Kal mapTidag KkdBs ouoTaTikoD, KaTaypaer BEWPNTKWY
MOCOTATWY KAl EAEYX0G KaBapldTNTaC Tou eEOMALOMOD. OL Bepuokpaoieg Kal N oelpd mPoodrikng elvatl aVTEC TNG
nopakaTw 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], [6]
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Tekpunpiwon BUD / BUD rationale

Aldpkela otnv nnyr: 2 HAVEG.

H dudpketa avth elvat 0dnyla TNG CUYKEKPLUEVNG QappaKkoTol{ac/mNYAG. ZTov mMapdvTa EAeyx0o dev emaAnBedTNKE
A PNG MIPWTOYEVAG LEAETN TTOL VA TEKUNPLWVEL TALTAOXPOVA XNHLKH, PUOLKE KOl UIKPOBLOAOYLKH EMEKTACN TNG
(6lac TeAkAC obvBeonc.

ETLAEYHEVOC YEVIKOG Kavovag: £we 35 nuépeg yia udaTik Hoper HE KATAAANAO oOOTNUA CUVTAPNONG OTNY TEALKH
o0vBeon kat pH. Xpnatpomnowjote 20-25 °C, A} 2-8 °C pévo dtav n nnyr To emTpénel/analtel kat n Hopen
MoPAUEVEL KATAAANAN. Aev entapkel N ovopaoia evdc ouvtTnENTIKOL £4v aLTO €xel apalwbel, adpavoroinOel
peTagepOel o GAAN pdon.

To éplo BLBALOYPAPLKIG ava@opdc TnG napovdoag €kdoong elval n cuvtoudTePN HETAED TNG MoPATIAVW BLAPKELAG
TNYAC Kal Tou yevikoD oplov. MNa napdtaon anatte(tal Tekunpiwon mov KAADTITEL
SpaoTIKA/EKDOXQ/MEPLEKTIKOTNTA, TIEPLEKTN, Oepokpacia, LEO0DO evdELKTLKH 0TABEPOTNTAC KaL, Yla LOATLKNA
EMEKTOON, TNV AMALTOOPEVN HIKpoPBLoAoyik Tekunpiwan. Epappootéa enionun USP-NF povoypaoia agloloyeitatl
XWpPLoTd oto MAAPeC Ke{pnevd TNG.

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

O yeVIKOG Kavovag anoTeAel ouvtnpeNTkd Oplo emMAOYAC Kol OXL MELpapaTIK anddelEn otabepdTNTAC TNG
napTidag. H katnyopila cuvdéetal pe TNV TEAKA aOVOEDN, TN oLVTAPNON Kal TG emTPeNOUEVEG Bepuokpaoieg. H
TIUA aw 6gv MPoKOMTEL amd TO MOG0CaTO VEPOU A TNV AMWAELX KATd TNV EApavan. MNa tekunpiwaon xpnotponotiote
SOP-014 kot F-006- yia €l6ikrj aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yla kdBe un otelpa napaockevr. H katnyopla pnopel va tekunplwoel
and TNV akpBri obvBeon Kal KATAAANAQ AVTUTPOOWTELTIKE apadelypata- étav n odvbeon elvat aféRain A
oplakh, mpoTiHdTal 6K LETPNOoN HE KATAAANAN HéBoBo. ZTNV apoloa €ékdoan Hev LTIAPYEL HETPNUEVN aw OUTE
anodeopevpévn noptida. H dldpkela Tov TEAKOD OKELAOPATOG KaTd Kavdva dev unepPBaivel To evanopévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evBlapéowv. EEaipean xpetdletal €Ik attioAdynon 4tL dev
ennpedfeTal SBLOPEVWC N PLOLKH, XNHLKA 1} HkpoBLloAoylkr moldTnTa. Kataypdyte XwpeLoTd TeAKS 6plo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPETWY KaL MPAYUATIKA nuepounvia ARENG TOLG.

Period reported by source: 2 months.

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 aqueous 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 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: [11, [7], [11], [13], [15]
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Mpoamairtovpeva / Prerequisites
Preserved water FTM: CGR-BE-003
Preserved water FTM: CGR-BE-003

References: [1]

EEomAlopoGg / Equipment

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

AvapiETte Enpd pLkovaldAn Kot LTPOUEAASTN. MpocBéoTte oTtadlakd YAVKEPOAN, alBéplo éAato kol BOwpP Péxpt 100
g. KaAoyte kat apriote nepinov 12 h oto yuyelo yla evuddtwon. OLoYEVOTIOLOTE Kol CLOKELAOTE.

Dry-mix miconazole and hypromellose. Gradually add glycerol, oil and water to 100 g. Cover and refrigerate for
about 12 h to hydrate. Homogenise and package.

References: [1]

Mapatnpnioelg / Observations

Anatte(tal Bdon pkovaldAng, oxL viTplkd dAag. Xpeldletal BaBUOvOUNUEVO GTAYOVOUETPO KoL EAEYXOG
OAANAETILO PAOEWV/KATOAANAGTNTAG TNG OTOPATIKAG YEANG YLa TOV aoBevH.

Miconazole base, not nitrate, is required. Use a calibrated dropper and assess interactions and patient suitability
for an oral gel.

References: [1]

MNeplékTNG KaL ovokevaoia / Container and packaging
ZWANvApLo énwc opilel n dladikaoia.
Tube as specified by the procedure.

References: [1]

MowoTikOG éAeyxoc / Quality control

YrpopeAASTN: LEwdeg SLaAOaTOG 2% otoug 20 °C 3000-5600 mPa-s.

EAEYXOC TMOAVOALKWY TIPWTWY LAWY: Yo @apuakela, EAeyxoc KABe mapTidac i TEKUNPLWPEVN Blag@dAlan eAEyxoL
and aflénioto npounBevTr Katd FDA. H anAr tavtonoinon pe IR dev anokAeist DEG/EG.

H néBodog, to dplo amodoyrg, N MPayUaTKA T KoL 0 EAEYKTAG KaTtaypdgovtal xwploTtd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdleTal
attioAdynan.

Hypromellose: 2% solution viscosity at 20 °C 3000-5600 mPa-s.

Polyol incoming QC: pharmacies test each lot or ensure documented testing by a reliable supplier, as described by
FDA. IR identity alone does not exclude DEG/EG.

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], [5], [14]
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®0Aa&n / Storage
ZwAnvéplo, 15-25 °C.
Tube, 15-25 °C.

References: [1]

A1aOGeon / Dispensing

H otopaTikh YEAN unopel va mpokaAéoel and@pagn/mvtyud oe Uikpd matdid. EAEYETE TNV LoxVovoa NALKLOKA
KATAAANASTNTA KOL TG ONUOVTLKEG aAANAeMOpdoelc puikovaldAng npLy and dLdbeson.

Oral gel may obstruct the airway/cause choking in young children. Check current age eligibility and major
miconazole interactions before dispensing.

References: [1]

EmioApavon / Labelling

2TOMATIKY YEAN HkovaldANg Bdong 2% FTM
ZTOMATLKA Xpron

Nocétnta: _ Noaptiba:

MNapaokevdotnke: _ XpAon éwg:

AgBeviig / 86on / ouyvéTnTOo:

®VOAaEN: ZwAnvdaplo, 15-25 °C.

©eppokpaoia yla To BUD auTtig tng naptidag:

Miconazole base oral gel 2% FTM
Oral topical use

Quantity: _ Batch: __

Prepared: __ Useby:

Patient / dose / frequency:
Storage: Tube, 15-25 °C.
Temperature for this batch BUD:

References: [1]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avaopdc UTO TIC £LBLKEG TPODTOBETELC. Agv €xEL
oplotel BUD mpayuaTtikAg maptidag kat dev £xouvv mapayOel petprioelg aw. H akplBric obvBeon, ta
TPOAMALTOVHEVQ, 0 TIEPLEKTNG, N POAAEN KAl T oTolxela eAEyYOUL TIPETIEL VO EYKPLBOUY YL TN OLUYKEKPLUEVN
epappoyr. H €vapgn tou vmoAoylopol BUD eival n €vapén tng napaokevng. Epapudletal To GUYTONSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO €AeyY0 BLdpKeELag HETA TO Avolypa. Ta dpla USP elval texviké mAaiolo Kat dev
napovoldfovtal WG eEAANVIKY 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 EAANVLK KOl ayYALKH andédoon/opydvwaon oToXelwy TNG ava@epduevnc MNYNg. Aev anoteAel enlonun petdgpaaon fi €ykpLon Tou
€kdOTN.

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

Mnyéc Kat mapanopumnécg / Sources and references

[1] Formulaire Thérapeutique Magistral, édition 2010 - M-IV-2-b-1
2010 | PDF pp. 1037-1038 | master formula | 2026-10-14
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https://www.fagg-afmps.be/sites/default/files/content/Matieres_premieres/FTM_Pharmaciens_Edition_2010.pdf

[2] FN/2003/PA/013 GLICEROL

AwoBéotpo keipevo / Retrieved text | PDF pp. 1-2 | raw material or occupational | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_013.pdf

[3]1 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_l_pg_002_00.pdf
[4] MHLW - Japanese Pharmacopoeia XVIII: Miconazole

JP XVIII, 2021; English text | Printed p. 1357; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[5] FDA - Testing of Glycerin, Propylene Glycol, Maltitol Solution, Hydrogenated Starch Hydrolysate, Sorbitol Solution, and Other High-Risk
Drug Components for Diethylene Glycol and Ethylene Glycol

May 2023, revision 1 | Recommendations; section on pharmacy compounding | raw material quality | 2026-09-12
https://www.fda.gov/media/167974/download

[6] 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

[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] MHLW - Japanese Pharmacopoeia XVIII: Methyl Parahydroxybenzoate

JP XVIII, 2021; English text | Printed p. 1343; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[9]1 Formulaire Thérapeutique Magistral, édition 2010 - B-I-3-a.10

2010 | PDF pp. 46 | master formula | 2026-09-10
https://www.fagg-afmps.be/sites/default/files/downloads/FTM_Pharmaciens_Edition_2010.pdf

[10] MHLW - Japanese Pharmacopoeia XVIII: Propyl Parahydroxybenzoate

JP XVIII, 2021; English text | Printed p. 1601; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[11] lllinois 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>;
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