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CGR-BE-007 | 10.0

AlaoTIopPA MIKPOKPUOTAAALKAG
KUTTAPIVNG/KAPUEAAOCNG 4% FTM

MCC/carmellose dispersion FTM

BiBAloypa@lkr avagopd - Tormukr vtobétnaon / Reference monograph - Local adoption

MpoéAsvon kKaL mpoéoBaon otnv mnyn / Provenance and source access

H npoéAcvaon, n €k6oon Kol Ta 6pLa TWY MAPEXOUEVWY ATIOOTIATUETWY/BLRALOYPAPLKWY OvapOPWY dLatnpolvTaL.
To ke{pevo elvat n mapexduevn kot avabewpnuévn eyypaer Sikalias, 6xL véa mARpn¢ avadnuooievon Tou
npwToTONOoL TNG NMNYAC. MpdoBaacn oto NMARPEC MpwToTLTO YivETAL OTOV £MioNUO €KEATN, UE TNV AMALTOOUEVN
4bela fj ouvdpoun. Agv dBNAWVETAL OTL EKKPEUEG alTnUa emovdxpnong €XeL eyKpLOEeL.

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 avagopadg / Reference formula

Bdon / Basis: 100 g

ZvoTaTtiko / Ingredient Moooétnta / Quantity

MLKPOKPUOTAAALKH KLTTaP(VN KL vaTpLolxog KapueAASTn (Avicel RC 581) 49
Microcrystalline cellulose and sodium carmellose (Avicel RC 581)

Yéwp pe ouvTnENTKA FTM 96 g
Preserved water FTM

Mpoamaitovpeva / Prerequisites
CGR-BE-003 Preserved water FTM

MNeprypagn okevadopatog / Preparation description

Yypr} Bdon i BonBNnTikd dLtdAvpa: Alaomopd UKPOKPLOTAAALKAG KuTTAP{VNG/KaAPUEAASTNG 4% FTM. Mpdabeta
KPLTAPLO EPPAVLONG BEV TEKUNPLWVOVTOL OTO EeTAOBEY £1OLKS Kelevo.

Liquid base or auxiliary solution: MCC/carmellose dispersion FTM. Additional appearance criteria are not
established by the specific text reviewed.

References: [1]

Apaon kai xpAon / Action and use
Ekboyxo/Bdon yia TNV KatdAANAN TeAKA mMapaokevr: anotte{tal éAeyxog ocupBaTédTNTAC.
Excipient/base for an appropriate final preparation; compatibility must be assessed.

References: [1]

Mpodiaypagic / Specifications

H obvBeon Kat n TeALkr moodTnTa akoAovBolv Tov mivaka (100 g). Asev SlveTal €l61k6 apBUNTLKS €0POC assay,
HIKpoBLakol goptiov A pualtkoxnuLlkoD eAéyxou oTto eEeTaabév el61kd Kelpevo: v amodibetatl avBaipeTo bplo.
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Composition and final quantity follow the formula table (100 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

Yvotatikd tTnG Bdong CGR-BE-003: MapaddpoguBevloikdg peBuAeaTtépag: n avtiotolyn kabapr mpwTn OAN KaTd
JP glvat Alyo dlaAvtr oto vepd.

Zvotatikd tne Bdong CGR-BE-003: MapaddpoEuBevloikdc mpomuAeotépac: N avtiotolyn kabapr npwtn OAN KaTtd
JP glvat MoAD Alyo SlaAutH oTo vepd.

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: [5], [6], [7]

Yypaocia / Humidity

Agv SlveTatl aplBunTikd épLlo oxeTIKAG bypaciag yla To TeAkd okebaoua. AogedyovTat daBpoxh MPWTWY LAWY
KL LETOPOPE CUUTMUKVWHETWY OTOV MEPLEKTN.

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

References: [1]

Oeppokpacia / Temperature

Mo to TeAkS okebaopa N nyr opiCeL:
AgpoaTeyric evpbOTOUOC MEPLEKTNG, 15-25 °C.

For the finished product the source specifies:
Airtight wide-neck container, 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 TEKUNPLWHEVN
aAAayr Tng obvBeonc.

No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.
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References: [1]

AAAec aAAnAenibpaoclg / Other interactions

Agv mopéxeTal mAAPNG doku cupBaTdTNTAG TOL PiyHaTog Pe MPdobeTa SpaaTikd B dlagopeTikd £€kdoya. Ot
LTIOKATAOTAOELG amaLTolY XWwPLoTh Tekunpiwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.

References: [1]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

Tavtonoinon kat Bdon Coylong:

* MIKPOKPUOTOAALKA KLUTTAP{VN KL vaTPLOUX0G KapueAASTNn (Avicel RC 581): 4 g.

¢ 'YOwp e cuvTnpNnTikd FTM: 96 g.

OL dnAwpéveg popeég/moldTnTeG avrikouv otnv akpLBr cbvleon tng mnyrg.

Zvuotatiké tnG Bdong CGR-BE-003: MapaddpouBevloikdg HeBLAETTEPAG: TPWTN VAN UE XAPAKTNPLOWS
dloAvTéTNTOG 0TO VEPS «Alyo BlaAuTrh» Katd JP.

2uoTaTiké TNG Bdong CGR-BE-003: MapaddpoEuBevoikdc MPOoNMUAECTEPAG: MPWTN DAN HME XAPAKTNPLOUO
dloAvTéTNTAG 0TO VEPS «TIOAD Alyo SLaAvTr» Katd JP.

Identity and weighing basis:

* Microcrystalline cellulose and sodium carmellose (Avicel RC 581): 4 g.

* Preserved water FTM: 96 g.

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

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: [11], [5], [6], [7]

Mpootacia epyalopévwy / Staff protection

KaBapr poakpupdvikn epyaotnplakr 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], [2], [3]

EKTipnon kKivdéovovu / Risk assessment

ZuykekpLuévn mopTtida avagopdg: 100 g. Mpwto ovoTtaTikd: MIKPOKPLOTAAALKH KLTTAP(VN KAl vaTPLOUX0G
KapUeEAASTN (Avicel RC 581), 4 g. EAéyETe aveEdpTnTa TN XNHULKA HOPQH, TIC HOVADEC Kol KEBE KALMAKWaON TPLY
amndé Toywon.

QcC evdLapeTo, PEPEL ELBLAKPLTN TAVTAHTNTA KAl GLYKEVTPWON: 6ev dlaTiBeTal WG TEAKS @dpuako. H apaiwon A
npoodnikn 6pacTtikig analtel véo umoAoylopd ekdOXwWv, cuvtApnong Kat BUD. EAéyEte éTL kKGO eEapTwuevn Bdaon
€xel anodeoueLOEL.

Kataypdyte yla TNV TOMKA avdAuvon mocdtnTa avd Napaokevr, ouxvéTnta £pyaciag, dLapKeLa avolkTol
XELPLOMOD, TBAVEG 0600G €KBEaNG KOl AMOTEAECTUATIKOTNTA TWY HETPWY eAEYX0L. AuTd elval atowxela elgédouv
NG agloAdynong: 6ev amodibetal MPooXNUATIKAC TEALKOG BaBUSC KlvdOvou.

Znueio eAéyyou amnodéopevong: emBepatwote TeAkd dyko 1 udla otn Oeppokpacia avagopdc, diadyela A
npoBAenéueVn dlaomopd Kal CLHEWVIA TIEPLEKTN/MWUATOG HE TN ouvTayr. MNa OYKOPETPLKH avaywyr Knv
eElowveTe g gE ML Xwpl(g TeKuNPLwPévn mukvéTNTA.
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Reference batch: 100 g. First ingredient: Microcrystalline cellulose and sodium carmellose (Avicel RC 581), 4 g.
Independently check chemical form, units and every scale conversion before weighing.

As an intermediate, label identity and strength clearly and do not dispense as a finished medicine. Dilution or
addition of an active requires new excipient, preservation and BUD calculations. Confirm release of every required
base.

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: [11], [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], [3]

Texkpnpiwon BUD / BUD rationale

Altdpkela atnv mnyn: 1 €tog otnv Wotoptkr mnyr 2010.

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: 1 year in the historical 2010 source.

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], [4], [8], [10], [12]

Mpoamaittovpeva / Prerequisites
Preserved water FTM: CGR-BE-003

Preserved water FTM: CGR-BE-003

References: [1]

EEomAlopog / Equipment

Zuyo6¢ KaTtdAANANG eAdxLotng C0ylong, youdi/omepog i opoyevonolnthg, doxela avdulgEng, ondTovAeg,
BepudueTpo dtav vndpyxel O€puavaon, dpyava oyKopETPNOoNG yla noodtnTteg 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
Aloone{peTe €v Yuxpw oe motrpl 400 mL pe opoyevomnonTh vwnArg SldTunong yla 3 min.
Disperse cold in a 400 mL beaker using high-shear homogenisation for 3 min.

References: [1]

Napatnpnoclg / Observations
Anatte(tal n ouykekpLévn ouveneEepyaopévn moLdTNTA KLTTAP{VNG/KAPUEAASTNG: OXL amAr KuTTaPlvN.
The specified co-processed grade is required; plain cellulose is not a substitute.

References: [1]
MepLékTnG KalL cvokevaoia / Container and packaging
EpUNTIKA KAELOTOC MEPLEKTNG EVPEDG aToplov.

Airtight wide-mouth container.

References: [1]
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MowoTikOG éAeyxoG / Quality control

ontikA eE€taon eppdviong, EAeyxoG TeEALKOU OyKou/udlag Kat, yla evalwpipaTa, enavadlaomnopdc. Asv
evton{oTnKe €L6LKA EMKLPWUEVN OVAALTIKE LEBOBOC YL TO TEALKS piyua otnv nnyr. Ol MPoTEWOUEVOL
evbonapaokevaaTikol éAeyyol bev vmokaBLoTolV assay 1 HIKPORBLOAOYLKO EAeyxo éTaV amattodvTaL.

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.

Visually inspect appearance; check final volume/mass and, for suspensions, redispersion. No specific validated
analytical method for the finished mixture was located in the source. These proposed in-process checks do not
replace assay or microbiological testing when required.

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], [11]

®0AaEn / Storage
AgpooTteyAC evpLOTOPOG TEPLEKTNG, 15-25 °C.
Airtight wide-neck container, 15-25 °C.

References: [1]

A1aOeon / Dispensing

Evbldueon Bdon yla epyaotnplakh xprion. H evowpdtwon 6pactikig anattel véo éAeyxo abvBeanc, pH,
guvtApnong kat BUD tou teAtkol npoidvtoc.

Intermediate base for compounding. Adding an active requires reassessment of the final composition, pH,
preservation and BUD.

References: [1]

EmioARpavon / Labelling

Alaomopd ULKPOKPUOTAAALKAG KUTTAP(VNG/KAPUEAASOTNG 4% FTM
Epyaotnpiakn Bdon - dxt dueon xopriynon

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviiG / 660on / ouxvéTnTO:

®OAaEN: AepooTteyrC evPOOTONOC TEPLEKTNG, 15-25 °C.
©eppokpaoia yla To BUD autAg tng naptidag:

MCC/carmellose dispersion FTM

Compounding base - not for direct administration
Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: Airtight wide-neck container, 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 - B-1I-3-a.2

2010 | PDF pp. 104 | 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 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

[4] 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

[5] MHLW - Japanese Pharmacopoeia XVIlI: 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

[6] 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

[7]1 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

[8] 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
[9] 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

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
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