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AgppaTiKO StaAvpa pvoEdiAng 2% w/w FTM

Minoxidil cutaneous solution 2% w/w 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: 50 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

MwoE&LS(AN Béon 19
Minoxidil base

I0OTIPOTILALKY) AAKOOAN 31g
Isopropyl alcohol

MpomnuAevoyALKOAN 4.2g
Propylene glycol

KekaBapuévo 66w, mpdopaTta BPaouévo Kat YuxBEv g.s.ad 50 g
Freshly boiled and cooled purified water

Meplypa@n okevaopatog / Preparation description

AepuaTtikd SldAvpa: AepuaTtikd StdAvua HvoELdIANg 2% w/w FTM. MpdcobeTa KPLTAPLA ELEAvVIONG BEV
TEKUNPLWYVOVTAL 0TO eE€TaOBEY €LOLKS Kel(pevo.

Cutaneous solution: Minoxidil cutaneous solution 2% w/w FTM. Additional appearance criteria are not established
by the specific text reviewed.

References: [1]

Apdaon kaL xpRon / Action and use
AvdpoyeveTik aAwmnekia.

Androgenetic alopecia.

References: [1]

Mpobiaypagéc / Specifications

H olbvBeon kat n TeAkr mocdTnTta akoAovBoiv tov mivaka (50 g). Aev dilveTal eldLKS aplBUNTIKS €0pPOC assay,
HikpoBLakod gopTtiov f§ puoltkoyNpkod eAEyXoL 0To e§eTa0BEY €18k Kelpuevo- Hev amnodidetal avbaipeTo 6pLo.
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Composition and final quantity follow the formula table (50 g). The reviewed specific text gives no numerical
assay, microbial-count or physicochemical acceptance range; no unsupported limit is assigned.

References: [1]

®wg / Light

Agv MapéxeTal 6K PWTOOTABEPOTNTA TOL TEALKOD TMPOIOVTOC. H aMaLTOOUEVN QWTOMPOCTAC( TOL MEPLEKTN,
epooov opiCetal, avagépetal otn 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

Agv ToPEXETAL HEAETN OEEWOWTIKAG 0TaBEPAOTNTOC TOL TEALKOU HiyHaTog o0Te anaitnon adpavolc atudopalpag.
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 SiaAvtoTnTa / Water and solubility
MpomuAgvoyAvkdAn: n avtiotolxn kabapr mpwtn OAN Katd JP elvat avaui§iun oto vepd.
Propylene Glycol: JP classifies the corresponding pure raw material as miscible in water.

References: [4]

Yypaocia / Humidity

MpomuAevoyAuUKOAN: LYPOOKOTILKH: KAE(veETE apéows To doxelo HeTA TN AYn TNG AMALTOOUEVNG MOCOTNTOG.
MpomnuAgvoyAukdAn: n mpwtn OAN elvatl Lypookotitkr KaTd JP.

Propylene glycol is hygroscopic; close its container promptly after measuring.
Propylene Glycol: the raw material is hygroscopic according to JP.

References: [3], [4]

Oeppokpacia / Temperature

Mo to TeAkS okebaopa n nyr opiCeL:
FudAwo @LaAiblo pe dooueTpikd eEdptnua, 15-25 °C.

For the finished product the source specifies:
Glass bottle with metering device, 15-25 °C.

References: [1]

pH kait cupBatéTnTa / pH and compatibility

Agv op(Cetal eldlkd e0poC pH ToL TEALKOD OKELAOUOTOC. Agv TpooTiBeTal puBULOTAG pH XWPI(C TeEKUNPLWHEVN
aAAayr Tng obvBeonc.

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

References: [1]

AAAec aAAnAemidpaoelg / Other interactions

Agv opéxeTal MARPNG doKLUA cLPBATATNTAC TOL UiYHOTOC HE MPdoBeTa SPpaoTIKA 1] SlagopeTikd €kboya. Ot
LTIOKATAOTAOELG anaLlTolY XwpLloTh Tekpnpiwon.
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No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.

References: [1]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

MPoTMLAEVOYAUKOAN (1,2-ponavodldAn): dxpwio, LEWEEC LYPS avauiELuo Ye vepd, mov Asttovpyel WC oLVBLAADTNG
Kal bypavTikd. H mapovaia tng o€ Pikpr moodTNTa 6V AMOBELKVOEL ETTAPKH cuvTHPNON.

MpomuAEVOYALKOAN: MPWTN VAN HE XopaKTNPELopd SlaAvtdTnTag 0To vEPS «avaulElun» katd JP.
MpomuAgevoyAukdAn: napoaAaBn HE TALTOTNTA Ap)LkoD Mapaywyol, mapTida kot agLdmoTo mMoTononTkS. MNa TG
OXETLKEG MPWTEG VAEG, To FDA avagépetl EAeyxo SLatBuAlevoyAukdOANg (DEG) kat atBuAevoyAukdAnG (EG), kaBeguLdg
€w¢ 0,10% cOPPWva YE TNV EQapuooTéa povoypagia. To éplo agopd Tnv mpwTn VAN.

Propylene glycol (1,2-propanediol): colourless viscous water-miscible cosolvent and humectant. A small amount

does not establish adequate preservation.

Propylene Glycol: raw-material water solubility is classified as miscible by JP.

Propylene glycol: 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.

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

MpooTtacia epyalopévwy / Staff protection

KaBapn pokpupdvikn epyaotnplakr evdupaoia, KEAvwn PaAALWY 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], [2], [6]

EKTipnon kKwvdéovovu / Risk assessment

MpPomMLAEVOYAUKOAN: untoAoy(CeTal N oLVoALKH €kBeon amd OAa Ta edpuaka, L6{we og veoyvd, matdld KATW Twv 5
ETWV KaLl vePpLkA/Nmatikr duoAettovpyla. MNa and tov otéuatog xopriynon: mg/kg/nuépa = mg/mL x mL avd
nuépa + Bapocg kg.

JuyKeKpLUévn mapTiba avagopdc: 50 g. MpwTto cuoTaTIKG: MWVOELSIAN Bdon, 1 g. EAéyETe aveEdpTnTa TN XNHUIKA
Hop®r, TIG HOVEDEG Kal KEBE KALHAKWaoN TPy and CoyLan.

EAEYETE 6TL N XNUKA Hopor kat n B&on cuykévtpwong m/m, m/V 1§ V/V cupewvolv e Tov Tiivaka. Mnv e§lowveTe
g Kat mL xwp{g Tekunplwpévn mukvdTnTa. EAEYETE BLAOYELO/KPLUOTAAAWON KAl TNV akPLBr) 066 eQapuoyrG.
KataypdyTe yla TNV Tomkr avéAvon moagdtnta avd mapaokevr, ouxvotnTa £pyaciog, SldpKeLa avoLlKToD
XELPLOPOD, TIBaVEC 0600¢ €KOEONC KL ATIOTEAECHOTIKOTNTA TWY HETPWY EAEyX0L. AuTd elval otowxela etlcdbouv
NG aEloAdynong- 6ev amnodibetal mMPooYNUATIKOG TEAKOC BaBUdC KLwbOvoU.

MTtNTkdG SLAADTNG TNG OLYKEKPLUEVNG @OPOVANG: |ooTPOTIVALKY) aAKOOAN 31 g. AMOMAKPUVETE NYEG AVAPAEENG,
neploploTe aTHOOG Kal avolkTr eEdTuLion. EAEYETE cupBaTédTnTa €€0EPLOUOD, NAEKTPLKOV EEOTMALOMOU KO
TMEPLEKTN ME TOV OLYKEKPLPEVO BLAADTN.

©epuLkd aTAdl0 TNG oLyKeKPLPEVNC Bladikaalag: eAEYETE OepUOPETPO, TPOTIO BEPUAVONG, XPOVLKH BLdpKELX Kot
anopuyr unepBEpuavonG/anwAglag dLaAdTn. To TEAog avduEng dev TavtiCeTal pe TEKLNPLWHEVN YOEN A A PN
opoyevormoinan.

Znuelo eAéyyxou amnodéapevong: emPeBatote TeAKS dyko rj pdla otn Bepuokpaoia avagopds, dladyela A
npoBAenOuEYN dlaomopd Kal CLHEWVIA TIEPLEKTN/MWUATOC UE TN ouvTayr. Ma OYKOPETPLKH avaywyr KNy
€ELOWVETE g JE ML YwpI(g TEKUNPLWUEVN TTLKVOTNTA.

Propylene glycol: assess exposure from all medicines, especially in neonates, children under 5 and renal/hepatic
impairment. For oral dosing: mg/kg/day = mg/mL X daily mL + body weight in kg.

Reference batch: 50 g. First ingredient: Minoxidil base, 1 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
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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: Isopropyl alcohol 31 g. Exclude ignition sources and minimise vapours/open
evaporation. Check ventilation, electrical equipment and container compatibility with the specific solvent.

For this procedure’s heating stage, check thermometer, heating method, duration and prevention of
overheating/solvent loss. Completion of mixing does not establish cooling or complete homogenisation.
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], [2], [3], [6], [9], [11]

ZuvOnkec mapaokevng / Compounding conditions

Mpw amnd avdugn: tavtonolnon XNUIKAG Hopen¢ Kal mapTtidag kABe cuoTaTLKOD, KaTaypaer BEWpPNTIKWY
TMOCOTATWY Kal £EAgyX0G KabapldtnTtag Tov e§omAlopol. Ot Beppokpaaieg kat n oelpd npoabrikng elval auTég TNG
nopakdTw 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]

Texkpnpiwon BUD / BUD rationale

ALdpKELD 0TNY TINYA: 2 PAVEG.

H dudpketa avth elvat 0dnyla TNG CUYKEKPLUEVNG QappakoTol{ac/mNyAG. ZTov mapdvTa EAeyx0o dev emaAnBe0TNKE
MAAPNG TIPWTOYEVAC LMEAETN TIOL VO TEKHUNPLWVEL TAVTOXPOVA XNHLKH, QUOLKH Kol UIKPOBLOAOYLKA EMEKTOAON TNG
(6lag TeAkAC obvBeonc.

EmAEYHEVOG YEVIKOG KavOvag: €wG 35 nuépeG yia LOATIKA HOPPH HE KATAAANAO GOOTNUA OLVTAPNONG TNV TEALKHA
obvBeon Kat pH. Xpnowonotjote 20-25 °C, i 2-8 °C pévo étav n nnyr to enttpénel/anottel Kat N popen
MoPAUEVEL KATAAANAN. Aev entapkel N ovopaaoia evdc ouvtTnENTIKoL £4v aLTO €xel apalwbel, adpavorolnOel
HeTa@ePBel ae GAAN pdan.

To 6plo BLRALOYPAPLKAC ava@opdc TnG napoloac ékdoong lval n cuvtopdTteEPn HETAED TNG Mapandvw dldpKeLag
MNYAC Kal Tou yevikol oplov. MNa napdtaon anatte{tal TekunPiwon mov KAADTITEL
OpaCTIKA/EKBOYQ/MEPLEKTIKOTNTA, MEPLEKTN, BeppoKpaaia, HEBOBO EVOELKTLKY OTABEPATNTAG KaL, YL LOATIKA
EMEKTAON, TNV AMALTOOMEVN HikpoBLloAoyLkr Tekunpiwon. Epapupootéa enionun USP-NF povoypagia agloAoyeital
XWPLoTd oTo NMAAPeC Ke{pneVS TNG.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and moapaokevr + emAeEyUévn dldpKela, AREELC MPWTWY
LAWY KoL TuXGY CLVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog HeETA To dvolyua dev apatelvel To cLVoALlké BUD. H
TEALKA NUEPOUNVI{X CUUMANPWVETAL YL TN CGLYKEKPLUEVN TIOPTIBA HETE TOUG EAEYYOULCG.

O yevikdG kavédvag anoteAel ouvTNPENTLIKG dPLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTtidac. H katnyopia ouvdéeTal he TNV TEALKA oOVOEDN, TN cUVTAPNON KAl TG EMTPENOUEVEG BEpUoKpaoiec. H
TIUA aw 6gv MPOoKOMTEL amnd TO M0G0 TO VEPOU H TNV AMWAELX KATA TN EApavan. MNa tekunpiwaon xpnoluonotiote
SOP-014 kot F-006- yia €16ikr} aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yla kdBe un otelpa napaockevr. H katnyopla pnopel va TeKUnpLwOEel
and TNV akpBri obvBeaon Kal KATAAANAQ AVTUTPOOWTELTIKE apadelypata- étav n obvbeon elvat aféBaln A
0PLOKH, MPOTIHATOL ELBLKA HETPNON HE KATAAANAN pEB0DO. ZTNV Mapoloa €kdoon dev LTIAPYEL HETPNUEVN aw OVTE
anodeapevpuévn moptida. H Sldpkela Tov TEALKOD OKELAOPATOC KaTd Kavdva 6ev vepBaivel To evanouévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evBlapéowv. EEaipean xpetddetal eIk attioAdynon étL dev
eMnNPEedfeTal BLOPEVWC N PLOLKN, XNHLKA 1] HIKpoBLloAoylkr moldTnTa. KataypdyTte XwpPLoTd TeAKS 6plo,
nUeEpoUNvia MOUPAOKELAG TWY EVOLOPETWY KoL TIpayHaTik nuepounvia ARENG Toug.

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 aqueous form appropriately preserved in its final composition and pH.
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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 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], [7], [8], [10], [12]

Mpoamaittovpeva / 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,
BeppdueTpo TV vIdpxeL B€puavan, dpyava oykopéTpnong yia 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

AlaAboTE TN HWOELBIAN oTo Piyua LooTPOoTUALKIG AAKOOANG KoL TTPOTILAEVOYAUKOANG, o€ vdatdAovtpo otoug 40
°C. NpoagBéote otadlakd to KOWP KAl CUUNANPWOTE ota 50 g.

Dissolve minoxidil in the isopropyl alcohol/propylene glycol mixture in a 40 °C water bath. Add water gradually
and adjust to 50 g.

References: [1]

Napatnpnioels / Observations

Anatte{tat pvogdiAn Bdon, 6xL LBPoYAwWPLKS dAag. H meplekTikdéTNTA Elval katd pala.
Minoxidil base is required, not hydrochloride. Strength is by mass.

References: [1]

MNepLéKTNG KaL ovokevaoia / Container and packaging

FudAvNn eLAAN pe dooouETPLKS pOYXOG.
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Glass bottle with dosing tip.

References: [1]

MoloTikog éAeyxocG / Quality control

EAEYXOC TMOAVOALKWY TPWTWY LAWY: Yo @apuakela, EAeyxoc KABe mapTidac f TEKUNPLWPEVN Blag@dALan eAEyxoL
and aflénioto npounBevtr Katd FDA. H anAr tavtonoinon e IR dev anokAeist DEG/EG.

H néBodocg, to dpLo amodoyrg, N MPAyUaTIKA T KoL 0 EAEYKTAG KaTtaypdeovtal XwploTd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdletal
attioAdynan.

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: [5], [11]

®0Aa&n / Storage
FudAwo @LaAiblo pe dooueTpikd eEdptnua, 15-25 °C.
Glass bottle with metering device, 15-25 °C.

References: [1]

Awa0eon / Dispensing

AldBeon e oaer 066 xpriong, MEPLEKTIKOTNTA Kol nuepounvia xpriong. H moodtnTa avd epapuoyr Kot n
oLYVOTNTA CLUUMANPWYOVTOL CUUPWVA LE TN CLVTAYH.

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

References: [1]

Enmionpavon / Labelling

AgppaTikd dldAvua UvoELeiAng 2% w/w FTM

EEwTepwkn xprion

MNooétnta: _ Maptido:

MNapaokevdotnke: _ XpAon éwg:

AobBevric / 6éan / ouyvéTnTa:

®OAaEN: TudAWvo ELaA{BLO pe doolpeTPLkd eEdpTNU, 15-25 °C.
©epuokpaoia yia To BUD autAg tng naptidag:

Minoxidil cutaneous solution 2% w/w FTM

External use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: Glass bottle with metering device, 15-25 °C.
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] Formulaire Thérapeutique Magistral, édition 2010 - D-VII-d-1

2010 | PDF pp. 499-500 | master formula | 2026-10-14
https://www.fagg-afmps.be/sites/default/files/content/Matieres_premieres/FTM_Pharmaciens_Edition_2010.pdf

[2] 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
[3]1 EMA - Questions and answers on propylene glycol used as an excipient, EMA/CHMP/704195/2013

9 October 2017 | Sections 1-3 and annex | ingredient facts | 2026-09-12

https://www.ema.europa.eu/en/documents/scientific-guideline/questions-and-answers-propylene-glycol-used-excipient-medicinal-products-hu
man-use_en.pdf

[4] MHLW - Japanese Pharmacopoeia XVIII: Propylene Glycol
JP XVIII, 2021; English text | Printed p. 1600; 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] 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>;
not Greek law; general limits and requirements for extension | 2026-09-12
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