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AgppaTiKO StaAvpa pvo&ldiAng 2% w/w AEMPS

Minoxidil cutaneous solution 2% w/w AEMPS

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

MwoE&LS(AN Béon 249
Minoxidil base

MpPomMUAEVOYALKOAN 1049
Propylene glycol

KekaBapuévo 06wp 209
Purified water

ABavioAn 96% v/v 68 g
Ethanol 96% v/v

Meplypa@n okevaopatog / Preparation description
Alowyég, dxpwHo SLdAvpua.
Clear, colourless solution.

References: [1]

Apaon kaiL xpAon / Action and use
Tomkr MWoELBIAN yia aAwmnek{a KaTtd TNV mMNyn.

Topical minoxidil for alopecia according to the source.

References: [1]
Mpodiaypagic / Specifications
Alowyég, dxpwHo SLdAvpua.

Clear, colourless solution.

References: [1]
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®wg / Light

Agv mapéxeTal EL6IKA QWTOOTABEPSTNTA TOL TEALKOU TPOIOVTOC. H amatToOUEVN QWTOMPOOTAC(O 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 kat o€eidbwon / Air and oxidation

Agv MapéxeTal HEAETN 0EEBWTLKIAG 0TaBePATNTAG TOL TEALKOD PiyuaTog o0Te anaitnon adpavolc atudopalpac.
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
MponuAevoyAvkOAn: n avtiotolxn kKabapn mpwTn OAN KaTd JP elvatl avaplELun oto vepd.
Propylene Glycol: JP classifies the corresponding pure raw material as miscible in water.

References: [5]

Yypaoia / Humidity

MpomnuAevoyALKOAN: LYPOOKOTILKH: KAE(VETE aéowC To doyelo peTd TN AQYN TNG amnattoOPEVNG oGO TNTAC.
MponuAevoyAvkOANn: n mpwtn OAN lval vypookoriky Katd JP.

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

References: [4], [5]

Oeppokpacia / Temperature

Mo to TeAkd okebaopa n nnyr opiCeL:
Kexpiunapévia SootueTptk @LdAn 100 mL, epuntikd KAgwotH, <25 °C.

For the finished product the source specifies:
100 mL amber metered bottle, tightly closed, <25 °C.

References: [1]

pH kaiL cupBatoTnTa / pH and compatibility

Agv op{CeTtat 6kd €0pog pH TOL TEALKOV OKELAOUATOG. Agv TIpooTiBeTaL PLOULOTAG PH XWPIG TEKUNPLWUEVN
aAAayr TnG obvBeanc.

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

References: [1]
AAAeGg aAAnAembpaoclg / Other interactions
ALBaVOAN: aoLUBATOTNTA PE LOXLVPA OEELBWTLKAL.

Ethanol is incompatible with strong oxidants.

References: [2]
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Ewdika otolxeia cvotaTtikwy / Ingredient-specific information

MpPoTMULAEVOYAUKOAN (1,2-ponavodiéAn): dxpwio, LEWOEC LYPS avapiELuo Le vepd, mou Asttovpyel WC oLVBLAADTNG
Kol LYPavTIké. H napovaia TnG o€ pikpr moodtnTa dev anodelkvieL enapKr ouvTripnaon.

MPOTMLAEVOYAUKOAN: MPWTN OAN UE XOPAKTNPLOUO SLaALTOTNTAG OTO VEPS «avaUIELUN» KaTd JP.
MpomuAeVOYALKOAN: mapaAafr UE TALTOTNTA ApXLlkoL Tapaywyol, mapTida kot agldémoto motonolnTikéd. MNa TLg
OXETIKEG TIPWTEC VAEC, To FDA avagépel éAeyyo dLatBuievoyAukdoAng (DEG) kat atBuAevoyAukdANnG (EG), KaBeuLdg
€wG 0,10% oOpewva PE TNV EQapuoaTéa povoypaeia. To dplo agopd TNy mMPwTn OAN.

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: [4], [5], [6]

Mpootacia epyalopévwy / Staff protection

KaBapr poakpuudvikn epyaoctnplakr evduvpoaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPS. ANy YOV TLWY
HETE and enudAvvan/ebopd.

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

References: [11], [3], [7]

EKTipnon kKivdéovovu / Risk assessment

ALBavOAN: ebAekTOL aTHO(: aMopdKpLYON MNYWY avAPAEENG Kal KATAAANAOG agplopds. H teAk Tagvounon
egapTtdTal and ovykévtpwon/ulyua.

MpPomMLAEVOYAUKOAN: vntoAoy(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 mapTida avagopdc: 100 g. MpwTo ovoTaTikG: MWOELSIAN BAon, 2 g. EAéyEte aveEdpTnTa TN XNULKA
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 xwplG Tekunplwpévn mukvdTnTa. EAEYETE BLAOYELO/KPLOTAAAWON KAl TNV akPLBr) 066 eQapuoyrG.
KataypdyTe yla TNV Tomkr avéAvon moagdtnta avd mapaokevr, ouxvotnTa £pyaciog, SldpKeLa avoLlKToD
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHOTIKOTNTA TWY HETPWY EAEyX0L. AuTd elval otowxela elcdbouv
NG aloAdynong- 6ev amnodibetal MPooYNUATIKOG TEAKOC BaBUdC KLwbOvou.

MNTtNTkdG SLAADTNG TNG OLYKEKPLUEVNG @OPOLAAG: ABavOAn 96% v/v 68 g. AMOUOKPOVETE MNYEG AvAPAEENG,
neploploTe aTHOOG Kal avolkTr eEdTuLion. EAEYETE cupBaTédTnTa €€0EPLOUOD, NAEKTPLKOV EEOTIALOMOD KO
TMEPLEKTN ME TOV OLYKEKPLPEVO BLAADTN.

Inueio eAéyyou amnodéopevong: emBepatwote TeAkd dyko 1§ udla otn Oeppokpacia avagopdc, diadyela A
mpoBAenOuEVN dlaomopd Kal CLHEWVIA TIEPLEKTN/MWUATOG LE TN ouvTayr. MNa OYKOPETPLKA avaywyr Knv
eElowveTe g HE ML Xwpl(G TeKuNPLwPEvn ukvéTNTA.

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

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: 100 g. First ingredient: Minoxidil base, 2 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 96% v/v 68 g. 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], [7], [10], [12]

ZuvOnkec nmapaokevng / Compounding conditions

Mpw and avdugn: Tavtonoinon XNUKAG HOPEAG Kal mapTidag KkdBe cuoTaTikoD, KaTaypaer BEWPNTIKWY
MOCOTATWY KAl EAEYX0G KaBapldTnTac Tou eEoMALONOD. OL Bepuokpaoieg Kal N oelpd mPoodrikng elvatl aVTEC TNG
nopakATwW 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], [7]

Texkpnpiwon BUD / BUD rationale

AldpKeLa aTNY INYA: 3 PMAVEG.

H dudpkela avtr elvatl 0dnyla TNG CUYKEKPLUEVNG QappaKoToLaG/MNYAG. ZTOV MapovTa EAeyx0o dev emaAnBe0TNKE
MAAPNG TPWTOYEVAC MEAETN TIOL VO TEKHUNPLWVEL TAVTOXPOVA XNHLKH, QUOLKH Kol UIKPOBLOAOYLKA EMEKTAON TNG
(6lac TeAkig obvBeonc.

EMAEYEVOG YEVIKOG KOVOVAC: €WC 35 NUEPEC YL LBATIKA HOPPH HE KATAAANAO 0OOTNUA CLUVTHPNONG OTNY TEALKA
obvBeon Kat pH. Xpnaowonotjote 20-25 °C, i 2-8 °C pévo étav n nnyr to enmtTpénel/anottel Kat N popen
MoPAUEVEL KATAAANAN. Aev enapke( N ovopaoia evdc ouvtTnENTIKOL £4v aLTO €xel apalwbel, adpavorotnOel
peTaepBel o GAAN @don.

To 6plo BLRALOYPAPLKAG ava@opdc TnS nmapoloac ékdoong lval n cuvtopdTeEPN HETAED TNG Mapandvw dldpkeLlag
TNYAG Kal Tou YeVLKoL oplov. MNa napdtaon anotte{tal TeEKunpiwan mov KAAOTTEL
SpaoTIKA/EKBOXQ/MEPLEKTIKOTNTA, MEPLEKTN, BepoKkpaaia, HEO0BO0 eVOELKTIKH OTABEPSTNTAC KaL, YLa LOATLKN
EMEKTAON, TNV AMALTOOMEVN HikpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia aglooyeital
XWPLOTA 0To MARPEC KE(PeEVS TNG.

Huepounvia xpriong = n evwpitepn emtpenth nUepounvia and napaokevr + emAeyuévn dldpkela, AREELC TPWTWY
LAWY KoL TUXGY CLVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog HETA To dvolyua dev mapaTteivel To cLVoAlké BUD. H
TeAKA NUEPOUNV{O CUUMANPWVETAL YLA TN CLYKEKPLUEVN TTaPTIBA HETE TOLG EAEYXOULG.

O yevikdG kavédvag anoteAel ouvTNPENTLIKS dpLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTidac. H katnyopia ovvdéeTal pe TNV TEAKA oOVBEDN, TN cuVTAPNON Kal TG EMTPENOUEVEG BEpUoKpaaieg. H
TR aw 6gv MPOoKOMTEL amnd TO MOG0CaTO VEPOUL | TNV AMWAELX KATA TN Efpavan. MNa tekunpiwaon xpnolonotiote
SOP-014 kat F-006- ywa €161k} aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yla k&Be un otelpa napaockevr. H katnyopla pnopel va TekUnpLwOel
amnd Tnv akpLBr) cOvBeon Kal KATAAANAQ QVTIMPOCWTELTIKA Mapadelypata- dtav n cbvbeon elvat aBéBain A
oplakr, MPOTIPATOL EL6LKA HETPNON HE KATAAANAN LUEBOBO. ZTNY napoloa ékboan Hev umdpyel HeETPNUEVN aw OVTE
anodeapevpuévn moptida. H Sldpkela Tov TEALKOD OKELAOPATOC KaTtd Kavdva 6ev vepBaivel To evanouévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evBlapéowv. EEaipean xpetdletal eldikf attioAdynon étL dev
ennpedletal SUOPEVWG N PLOLKH, XNHLWKA A HIkpoBLoAoyLkA moldTnTa. Kataypdyte YWPLoTA TEALKS 6pL0,
nUepounvia MUPAOKELAC TWVY EVOLOPETWY KAl TIpayHaTiky nuepounvia ARENG Toug.

Period reported by source: 3 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.
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

Sikalias Greek Formulary | Reference documentation 4



compounding.gr | 10.0 | 2026-10-14

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], [8], [9], [11], [13]

Mpoamaitovpeva / Prerequisites

Aev anatteltal xwploth Bdon pe KwdKS uNTPWOoL. Tuxdy EUMOPLKS OYNUO TTAPAUEVEL TO AKPLBEC KATOVOUXTOUEVO
npotév touv nivaka.

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

References: [1]

EEomAlonog / Equipment

Zuyo6¢ KaTdAANANG eAdxLoTng 0ylong, youdi/omepog i opoyevonolnthg, doxela avaulgEng, ondTovAEg,
BepudueTpo TV LTIAPXEL Bépuavan, 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
AvauiEte mpomuAevoyAukOAn kot atBavdéAn. AtaAbote tn HwogLdiAn kat mpoaBéate apyd To VdWP pe avddevon.

Mix propylene glycol and ethanol. Dissolve minoxidil and slowly add water with stirring.

References: [1]

Napatnpnoelg / Observations
H avaBewpnon 2024 6ivel OAeg TG mOCOTNTEG O€ g. Agv dnAWveTal 2% w/v.

The 2024 revision gives all quantities in g. Do not label as 2% w/v.

References: [1]

MepLékTnNG KalL ovokevagia / Container and packaging
Kexpiunapévia dootueTpik) @Ldin 100 mL, epuntikd kAewotr, <25 °C.
100 mL amber metered bottle, tightly closed, <25 °C.

References: [1]

Sikalias Greek Formulary | Reference documentation 5



compounding.gr | 10.0 | 2026-10-14

MowoTikOG éAeyxoG / Quality control

Alavyéc, dxpwuo SLdAvpa.

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

H nébodog, 1o 6plo amodoxAC, N MPAYHATIKA TIUA Kol 0 EAEYKTAC KaTaypdeovtal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdleTal
attioAdynan.

Clear, colourless solution.

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], [6], [12]

®0AaEn / Storage
Kexplunoapévia 6ooueTplk @LdAn 100 mL, epunTikd kKAewotr, <25 °C.
100 mL amber metered bottle, tightly closed, <25 °C.

References: [1]

A1aOeon / Dispensing

AldOeon pe oaen 066 xprong, MEPLEKTIKOTNTA KAl nuepopnvia xpiong. H moodtnTa avd €papuoyn Kot N
oLYVOTNTA CLUUMANPWYOVTAL 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]

EmioARpavon / Labelling

AgppaTkd dLEALPO LVOELBIANG 2% w/w AEMPS

EEwTeptkr xprion

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviiG / 660on / ouxvéTnTO:

DOAaEN: Kexplunapévia 600LHeTPLKA @LEAN 100 mL, epunTtikd KAgwotH, <25 °C.
©eppokpaoia yla To BUD autAg tng naptidag:

Minoxidil cutaneous solution 2% w/w AEMPS

External use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: 100 mL amber metered bottle, tightly closed, <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] FN/2006/P0O/039 MINOXIDIL AL 2%, SOLUCION DE. Modificado 2024

2006 / avab. 2024 | PDF pp. 1-4 | master formula | 2026-10-14
https://www.aemps.gob.es/formulario-nacional/monografias/preparados-oficinales/fn_2006_po_039.pdf
[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] 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

[5] MHLW - Japanese Pharmacopoeia XVIlI: 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

[6] 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

[7] 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

[8] 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
[9] 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

https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
[10] 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
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https://www.cdc.gov/niosh/docs/2023-130/2023-130.pdf?id=10.26616%2FNIOSHPUB2023130
[11] 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
[12] 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
[13] 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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