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Yno0stTa YAUKEPOANG

Glycerol Suppositories

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: 100 g bulk

ZvoTaTLKO / Ingredient MoooétnTta / Quantity

Zehativn l4 g

Gelatin

FALKEPOAN 709
Glycerol

KekaBapuévo 06w g.s.ad 100 g

Purified water

Meplypa@n okevaopatog / Preparation description
YnéBeta: YndOeta YAUKEPOANC. MPOaBeTA KPLTAPLA ELPAVIONG BEV TEKUNPLWVOVTAL OTO £E€TAOOEY €16IKS KelpEvO.

Suppositories: Glycerol Suppositories. Additional appearance criteria are not established by the specific text
reviewed.

References: [1]

Apaon kaiL xpAon / Action and use
YnéOeT0 YAUKEPOANG Yl TOTILKA 0pBLKN LTTAKTIKA dpdon.
Glycerol suppository for local rectal laxative action.

References: [11], [2]

Mpodiaypagic / Specifications
Glycerol: 66.5-73.5% m/m; anogdBpwon <1 h
Glycerol: 66.5-73.5% w/w; disintegration <1 h

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
H yAuKepPOAN avautyvieTal He vepd. Autd 6ev kaBopl(Zel ikpoBLoAoyikr oTaBePSTNTA TOL OKELACUATOG.
Glycerol is miscible with water. This does not establish product microbiological stability.

References: [2]

Yypaoia / Humidity
Yypookotitky YAUKEPOAN: Tieploplote €kBeon TNC MPWTNG DANG OTNY LYpPOOTia.
Glycerol is hygroscopic; limit raw-material exposure to moisture.

References: [2]

Oeppokpacia / Temperature

A€V TEKUNPLWVETAL ETILTPENTH BepPokpaolakn anmdkAlon i KOKAOG KatdywuEnc/andyuEng. OL Bepuokpaacieg
MaPAOKELHG Kal QUAAENG avapépovTal ota avtioTola nedia.

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

References: [1]

pH kat cuppatétTnta / pH and compatibility

Agv op{CeTtat €8kd €0pog pH TOL TEALKOV OKELAOTUATOG. Agv TipooT(BeTal pLOULOTAG PH XWPIG TEKUNPLWHEYVN
aAAayr 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 Loxupd oelBWTLKE.

Glycerol: hazardous reaction with strong oxidising agents.

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

FALVKEPOAN: dXpwHO, BLavyEg, MaxVUPPELATO Kal EVTOVA LYPOOKOTILKS LYPOS. AvaulyvieTal Ue vEPS, aAAd elval
TMPOKTIKE adldAvTn o Aumapd Kot atBépla EAata.

FALKEPOAN: MapaAaBr HE TALTOTNTA APXLKOL Mopaywyoy, mapTida Kat aELdmoTo MaoTonolnNTIKA. MNa TIC OXETIKEG
MPWTEG UAEG, TO FDA avagépel EAeyxo dLatBuAevoyAukdAng (DEG) kat atBuAevoyAuKOANG (EG), KaBeutldg €wg
0,10% oOp@wva JE TNV EQapuooTéa Hovoypaeia. To dplo agpopd TNy MPwTn LAN.

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

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.

References: [2], [4]

NMpootacia epyalopévwy / Staff protection

Kabapr HaKpuPAvIkn epyaoTnplakr evdupaoia, KEAAvYn HAAALWY KoL YEVTLa KaTd Tov XELPLopud. AAAQYH YOVTLWV
META amd emudAvvon/ebopd.

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

References: [11], [3], [5]

EKTipnon kKivéovovu / Risk assessment

JuyKeKpLuévn nmapTtida avagopdc: 100 g bulk. MpwTo cvotatiké: ZeAativn, 14 g. EAéyETe aveEdpTnTa TN XNUIKA
Hopor, TIC HoVvAdEeC Kol KABe KALHdKkwaon pLv and CoyLon.

EAEyETe opoloyévela, oBWAOULG, SlaxwpPLopd Kat mpayuaTikhi anédoon npwv and vnodiaipeon. H cuokevaoia mpémnet
Va ETILTPEMEL OPOLOOPPN EQAPHOYH XWPIC ELoaywyr vEPOD OTO MEPLEXOIEVO.

Kataypdyte yla Tnv Tomkr avéAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKeLa avolkTol
XELPLOMOD, MBAVEC 0600G €KBEONG KAl AMOTEAECTUATIKOTNTO TWY HETPWY eAEy)XOoL. AuTd elval atolyela elgédouv
NG aloAdynong: 6ev amnodibetal mMPooYNUATIKOG TEAKOC BaBUdC KLwbOvoU.

OepULKO 0TAdLO TNEG oLYKEKPLUEVNG Blabikaolag: eAéyETe BEPUOUETPO, TPOTIO BEPUAVONG, XPOVLIKY SldpKeLa Kat
ano@uyn LMEPBEPUAVONG/AMWAELAG BLAADTN. To TEAOG avdulgng dev TavTiCeTal pe TEKUNPLWHEVN WOEN 1 ARPN
opoyevomno(non.

Znuelo eAéyyou amodéopevons: EAEYETE CLOOWUATWUATA, KPVOTAAAOLC, TOTILKEG BLOYPOPEC LPMC KaLl EAEDBEPO
LYPO HETE TNV OAOKARPWON TNG HEBGDOL. KaTtaypdyTte yewUeTpla avauEng, uéyebog mapTidac KAl MPAYUATIKEG
Beppokpaoiec: peTa@opd aplBpol oTPoPWY o GAAO avaULKTAPA 6ev amodelkviel Looduvaulia.

Reference batch: 100 g bulk. First ingredient: Gelatin, 14 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.

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: inspect aggregates, crystals, local texture differences and free liquid after completing the
method. Record mixing geometry, batch size and actual temperatures; copying rpm to another mixer does not
establish process equivalence.

References: [1], [9], [11]
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ZuvOnkec mapaockevng / Compounding conditions

Mpw and avdulgn: Tavtonoinon xNULKAG HOPeAC Kol apTidag kABe cuaTATIKOD, KaTaypaPr BEWPNTIKWY
MOCOTATWY KAt éAEYX0GC KaBapldTNTAC TOu EEOMALOUOD. OL BEpUoKPaOleEG 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], [5]

Tekpnpiwon BUD / BUD rationale

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

Meptéxel 70 g YALKEPOANG, 14 g CeAativng Kot vepd €wg 100 g. Ta duadikd piypata yAukepdAng-vepol Selyvouv
pelwon aw, aAAd 6ev peTPolY auTr TN TeAATVWEN UATPA f TNV LYPAC(A TWY CLUYKEKPLUEVWY LAWVY. EMAEyeTL
ouvTNPENTKA LEATIKA KaTtnyopia, xWPI(G Xxprion Tou 180nuépov.

EMAEYEVOG CLVTNPNTIKOC YEVIKOG KOvOvaC: €wG 14 nuépeg oToug 2-8 °C yla LOATLKA HOPEH XWPIC EMAPKWC
TEKUNPLWPEYN ouvTrpnon. MNpolndBean elvat 6TL N YOEN 6ev mpokaAe( KaBITNon, pn avaoTPEYLHO dlaxwpLloud A
GAAN anwAsla KataAAnASdTNTAG. Av auTr N npodndéBeon anotidxeL, 6ev xpnoluomotle{tal To 14APEPO Ot
Bepuokpaoia dwpatiov- anatte{tal edikr Tekunpiwaon ocbvtoung xprong.

Huepounvia xpriong = n evwpitepn emtpenth nuepounvia and noapackevr + emAeyUévn dldpkela, AREELC MPWTWY
LAV KoL TUXOY CLVTOUSTEPO TEKUNPLWHEVO OpLo. O Xpdvog PETA To dvolypa 6ev napaTteivel To cuvoAlkd BUD. H
TEALKH NUEPOUNVIO CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP TIOA HETA TOUC EAEYXOULG.

0O yevIkOG Kavovag anoTeAel ouvtnpENTkd OpLlo eMAOYAC Kol OxL MELpapaTIK anddel&n otabepdTnNTAC TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAKH o0vBean, TN OLVTAPNON KOl TLG EMTPENOUEVECG BEpUoKpaoiec. H
T aw dgv mpokOMTEL And TO MOC0aTO VEPOL H TNV AMWAELX KAT& TNV §Apavon. MNa tekunpiwon xpnotlonotiote
SOP-014 kot F-006- yia €l6ikry aw, SOP-017 kat F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yia kdbe un otelpa napaockevr. H katnyopla pnopel va tekunpLwoel
and TNV akpLBr oOvBeon Kal KATAAANAQ QVTUTPOCWTELTIKA Mapadelypata: 6tav n ocbvbeon slivat aBéBain
oplakh, mpoTidTal 6K LETPNOoN HE KATAAANAN HéB0BO. ZTNV apoloa €kdoan Hev LTIEPYXEL HETPNMEVN aw OUTE
anodeopevpévn mopTida. H Sldpkela ToL TEALKOD OKELAOUATOC KATA Kavdva dev vepBaivel To evamnopévov BUD
TWY EVOWHOTWHEVWY YOANVIKWY Bdoswv/evdlapéowv. EEaipean xpetdletal edikA attioAdynon 4tL dev
ennpedletal SBLOPEVWC N PLOLKH, XNMLKA 1} HikpoBLloAoyikr motdtnTa. KataypdyTte XwpeLoTd TeAKS 6plo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPETWY KAl TIPAYHATIKA nuepounvia ARENG TOLG.

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

Contains 70 g glycerol, 14 g gelatin and water to 100 g. Binary glycerol-water results show aw reduction but do
not measure this gelatin matrix or the moisture of the actual materials. Select the conservative aqueous category
without applying 180 days.

Selected conservative general rule: up to 14 days at 2-8 °C for an aqueous form without adequately established
preservation. Refrigeration must not cause precipitation, irreversible separation or other loss of suitability. If that
condition fails, do not apply 14 days at room temperature; obtain specific short-use evidence.

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.
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References: [1], [7], [8], [10], [12]

MpoanaiToVpeva / Prerequisites

Agv anatteltol xwploth B&on pe Kwdkd pNTpwov. Tuxdv eunoptkd dxnua MapapéveL To akPLBEG KATOVOUACOHEVO
npotév tou nivaka.

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

References: [1]

E€omAlonog / Equipment

Zuyo6¢, KatdAAnAo Aovtpd/Goxelo TAENG, BepudueTpO, BabBuovounuéva KaAolmia LTOBETWY Kol EEOTMALOUSC
opoyevomnoinong.

Balance, suitable melting bath/vessel, thermometer, calibrated suppository moulds and mixing equipment.

References: [1]

M£0060¢ mapaokevng / Compounding method

MpoagBéate CeAativn o€ mepinov 30 mL V6aTOG KOovTd aTov Bpacud. MNpoodéate YAVKEPOAN MPOBEPUATUEVN GTOUC
100 °C. ©gpudvete oe LOaTOAOLTPO 15 AemTd 1} HéXPL TMTARPOLS BLdAvong. PuBuiote tn udla ota 100 g pe Bepud
06wp A eEdTUION KoL YEU(OTE KATAAANAEG UATPEC.

Add gelatin to about 30 mL nearly boiling water, then glycerol preheated to 100 °C. Heat on a water bath for 15
minutes or until dissolved. Adjust to 100 g with hot water or evaporation and fill suitable moulds.

References: [1]

Napatnpnoelg / Observations

H nnyn emtpénel £wg 18 g eAativng oe Tpomikd KA{paTa- mpoKeLTal yia Xwplath ekdoyr. Xpetdletal
BaBuovéunon HATPAC yia TN TeAKA pdla avd vnébeTo.

Up to 18 g gelatin is allowed by the source for tropical climates as a separate variant. Calibrate moulds for unit
mass.

References: [1]

MepLékTnG KalL cvokevaoia / Container and packaging

EmuAoyn yia tomkr) agloAdynon: KaAd KAELOTOG ENPdG MEPLEKTNG KATAAANAOG YLt TN Hoper. Mpwv and MARpwaon
eAéyyovTal KaBapldTnTa, akePaAldTNTA, OTEYAVOTNTA KAl CUPBATOTNTA LALKOU/MWHATOC. H €81k povoypapia
€V TEKUNPLWVEL CLUYKEKPLUEVO EUTIOPLKO TIEPLEKTN.

Selection for local assessment: well-closed dry container suitable for the dosage form. Check cleanliness,
integrity, closure and material compatibility before filling. The specific monograph does not validate a particular
commercial container.

References: [1]
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MowoTikOG éAeyxoG / Quality control

OEel(dbwaon YAUKEPOANC e LTTEPLWBLKS vaTPLo Kal oykopétpnon NaOH 0,1 M ue bromocresol purple. Thpodvtat ot
Xpovol 15 min kat 5 min petd TIg dlaboyikég mpoabrkeg. 1 mL = 9,210 mg YALUKEPOANG. AnoadBpwaon LToBETWY
<1h.

EAEYYOC TOALOALKWY TTPWTWY LAWVY: yla papHakela, EAeyxoG KABe mapTidag A TEKUNPLWEVN dlao@dALlon eAEyxOL
and agLénioto npoundevTr kKatd FDA. H anAr] Tavtonoinon ue IR 6ev anokAsiel DEG/EG.

H péBobdog, to 6plo anodoxng, N MPAyUaTIKA TLUA Kal 0 EAEYKTAG Kataypdgovtal xwplotd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel oe kapavtiva Kat dtepebivnon katd SOP-015- n emavdAnyn eAéyxwv xpeldletal
aLtloAdynon.

Oxidise glycerol with sodium periodate and titrate using 0.1 M NaOH/bromocresol purple. Observe 15 min and 5
min after the successive additions. Each mL equals 9.210 mg glycerol. Suppository disintegration <1 h.

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: [11], [4], [11]

®0Aagn / Storage

Ma 1o emMAeyUEVO YEVIKS avTaTo 6pLo: 2-8 °C, epdoov dlatnpolvTal N QUOLKH KATOAANASTNTA KOl N
OLPBATOTNTA PE TN CLUYKEKPLUEVN TINYH. Agv epapudleTal To 14ueEpo oe BepUokpacia SwuaTiov.

For the selected general ceiling: 2-8 °C, provided physical suitability and compatibility with the specific source are
maintained. The 14-day rule does not apply at room temperature.

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

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

YnéOeTa YALKEPOANC

Opbkr| xprion

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AobBevric / 6éan / ouyvéTnTa:

®OAaEN: 2-8 °C, peTd TNV enmBeBaiwon kataAAnAdTNTOAC YOENC.
©epuokpaoia yia To BUD autAg tng naptidag:

Glycerol Suppositories

Rectal use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:
Storage: 2-8 °C, after confirming suitability for refrigeration.
Temperature for this batch BUD:

References: [1], [6], [7], [8]
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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 - Glycerol Suppositories

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] FN/2003/PA/013 GLICEROL

AwaBéotpo kelpevo / 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] 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] 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

[5] 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

[6] 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
[7] 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
[8] Nakagawa T, Oyama T. Molecular Basis of Water Activity in Glycerol-Water Mixtures

Frontiers in Chemistry. 2019;7:731 | Table 1; DOI 10.3389/fchem.2019.00731 | Full text read. Glycerol/water experimental system; not a
stability study of suppositories or starch glycerolate | 2026-09-12

https://www.frontiersin.org/journals/chemistry/articles/10.3389/fchem.2019.00731/full
[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
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