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CGR-BE-018 | 10.0

Noopo evaiwpnua Tptpedonpipng 10 mg/mL FTM

Trimethoprim oral suspension 10 mg/mL 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: 110 g = 100 mL (FTM)

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Tpuebompiun 1lg
Trimethoprim

MoAvoopBikd 80 100 mg
Polysorbate 80

Képp Eavbavng 150 mg
Xanthan gum

Apwpa pravdvag 100 mg
Banana flavour

Yowp Pe ouvTnpnTikd FTM 509
Preserved water FTM

Yypr UN KpuoTaAAoOPEVN copBLTOAN g.s.ad 110 g
Liquid sorbitol, non-crystallising

Mpoamaitovpeva / Prerequisites
CGR-BE-003 Preserved water FTM

MepLypagn okevadopatog / Preparation description

Néowo evatwpnua: Néowo evatwpnua tptpebonpiung 10 mg/mL FTM. MpdoBeta kpLthApLla eppdviong dev
TEKUNPLWVOVTAL OTO ££€TAOOEY €L6LKO KelpEVO.

Oral suspension: Trimethoprim oral suspension 10 mg/mL FTM. Additional appearance criteria are not established
by the specific text reviewed.

References: [1]
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Apaon kai xpAon / Action and use
AVTLHLKPORLaKS 0UPOTIOLNTLKOD YL EVA{OONTOUC PLKPOOPYAVIONOUG.
Urinary antibacterial for susceptible organisms.

References: [1]

Mpobiaypagéc / Specifications

H o0vBeon kat n teAkr) mogdTnTa akoAovBolv Tov nivaka (110 g = 100 mL (FTM)). Agv diveTtal edikd aplOunTIKS
€0p0oG assay, HKPoBLaKoD PopTiov 1 PUOLKOXNMLKOD EAEYXOL OTO £E€TOOBEY €16IKS Kelpevo: Hev amodibeTatl
avbaipeTo éplo.

Composition and final quantity follow the formula table (110 g = 100 mL (FTM)). The reviewed specific text gives
no numerical assay, microbial-count or physicochemical acceptance range; no unsupported limit is assigned.

References: [1]

®wg / Light
MoAvoopBLkd 80: n JP Tntd mpootacia TNG mpwTNG OANG ATd TO PWG.
Polysorbate 80: JP requires light protection for the raw material.

References: [3]

Aépac kKat o€eidbwon / Air and oxidation

Agv ToPEXETAL HEAETN OEEWOWTIKAG 0TaBEPOTNTOC TOL TEALKOU HiypaTog 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

MoAvoopPikd 80: n avtiotolxn kabapr mPpwTn VAN Katd JP elvat avaui§iun oto vepd.

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: MapaddpoEuBevloikdc mpomuAeoTtépac: N avtiotolyn kabapr mpwtn AN KaTtd
JP elvatl moAD Alyo 6laAutr oto vepd.

Polysorbate 80: JP classifies the corresponding pure raw material as miscible in water.

Component of base CGR-BE-003: Methyl Parahydroxybenzoate: P 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: [3], [6], [7], [8]

Yypaoia / Humidity

Agv SlveTal aplBUNTIKS dpLo OXETLKIAG LYPAT(AC YL TO TEALKO oKkeDaTUA. ATopebyovTal dLaBpoxr MPWTWY LAWY
KL HETAPOPA CUUMUKVWHATWY OTOV MEPLEKTN.

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

References: [1]
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Osppokpacia / Temperature

Mo to TeAkd okevaopa n nyr opiCeL:
®LoA{Blo 100 mL pe 6o0lpeTPKO EEGpTNUA, 15-25 °C. AvaKIVAOTE.

For the finished product the source specifies:
100 mL bottle with dosing device, 15-25 °C. Shake.

References: [1]

pH kaiL cupBatoéoTnta / pH and compatibility

Aev op{Zetal €dikd €0pog pH TOL TEALKOD OKELAOTHATOG. Agv TipooTIBeTAL PLOULOTHC PH XWPIG TEKUNPLWHEVN
aAAayr Tng obvbeonc.

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

References: [1]

AAAec aAAnAemidpaocelg / Other interactions

Agv opéxeTal MARPNG doKLUA cUPBATATNTAC TOL UiyHOTOC PE MPOoBeTA HPpaoTIKA 1| SlapopeTikd €kboya. OL
LTIOKATAOTACELG analTolv XwpeLoTH Tekunplwon.

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

References: [1]

Elbika otowxeia ovotatikwy / Ingredient-specific information

MoAvoopPikd 80: mPWTN VAN HE XOPAKTNPELOUS SLaALTETNTAG OTO vEPS «avaui§Lun» katd JP. Mpootacia mpwTNG
OANG améd Qwc.

JvoTtatikd tne Bdong CGR-BE-003: MapaddpoEuBevlolkdg HEBLAETTEPAG: MPWTN DAN HE XAPAKTNPLOUO
dloAvTéTNTOG 0TO VEPS «Alyo BlaAuTr» KaTd JP.

JuotaTtikd TG Bdong CGR-BE-003: MapaddpoEuBevloikdG MPOMUAESTEPAC: MPWTN VAN HE XOPAKTNPLOUS
SlaAvtdéTNTAC 0TO VEPD «TIOAD Alyo dlaAvth» KaTtd JP.

Polysorbate 80: raw-material water solubility is classified as miscible by JP. Protect the raw material from light.
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: [3], [6], [7], [8]

Mpootacia epyalopévwy / Staff protection

KaBapr HoOKPLUAVIKN EpyaoTtneLakn evdvuacia, KAALYN HOAALWY Kot YAVTLA KATA TOV XELPLoRd. AAAQYH YAVTLWY
METE and enudAvvon/eBopd.

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

References: [1], [2], [4]
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ExTtipnon kivdovov / Risk assessment

ZuykekpLuévn moptida avagopds: 110 g = 100 mL (FTM). Mpwto cvotatikd: Tpiuebomnpiun, 1 g. EAEyETe
aVEEGPTNTA TN XNULKA HOPQH, TG HOVADEC Kol KABE KALUAKwaon pv and COyLon.

Kplowo teAikd xapaktnploTikd elval n enavadlaonopd: opoyevomoloTe pwv and vrnodlaipean, eAEYETe okANPS
{Cnpa kat emoAnBebote 6TL N Babuovounuévn oToPaTIK c0pLyya HETPA Tov analttolpevo dyko Xxwplg
anéppagn/aépa. H dladyela 6ev elval KPLTAPLO amOdOoXAG EVaLWPAHATOGC.

Kataypdyte yla TNV TOMKA avdAuvon moodTnTa avd Napaokevr, ouxvétnta epyaciog, dLapKeLa avolkTol
XELPLOMOD, TBAVEG 06006 €KBEONG KL AMOTEAECUATIKOTNTA TWY HETPWY eAEYX0L. AuTd elval atowxela elgédouv
NG agloAdynaong: 6ev amodibeTal MPooXNUATIKAC TEALKOC BaBUSC KlvdOvou.

2nuelo eAéyyov amnodéopevong: delypa and avTinPoowneLTIKG onuela kat and tnv apxi/TéEAog NARPWONG, UE
Kataypaer kabilnong f Slaxwplopol Kot enavadlacmopdc. EAEyETe 6T n mpoBAenduevn AfYn amodidel tnv
anattoVpevn moodTNTa: N eEWTEPLKA opolopop@ia pévn TG dev amodelkvieL opolopopPia SPACTIKAC.

Reference batch: 110 g = 100 mL (FTM). First ingredient: Trimethoprim, 1 g. Independently check chemical form,
units and every scale conversion before weighing.

Redispersibility is critical: homogenise before subdivision, check for hard sediment and verify that the graduated
oral syringe delivers the required volume without blockage/air. Clarity is not an acceptance criterion for a
suspension.

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: sample representative locations and early/late filling; record settling or separation and
redispersibility. Verify delivery of the intended amount; visual uniformity alone does not demonstrate API
uniformity.

References: [1], [10], [12]

ZuvOnkec mapaockevnG / Compounding conditions

Mpw amnd avdulEn: Tavtonoinon xNUIKAG HOPYAC Kol MapTidac KABE cLOTATIKOD, KATAYPAPr BEWPNTIKWY
TOCOTATWY Kal EAeyxoC KabapldtnTtag Tou eEonAlopol. OL Bepuokpaciegc KoLl N oelpd MPooBAKNG elval avTéG TNG
napakdTw Sladikaoiag.

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: [11], [4]
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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], [5], [9], [11], [13]
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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

AeloTpBrioTe SpaoTikA Kat Eavedvn. Mpoobéate moAvaopPikd 80 kal mepinov 10 g copRLTOANG: KaTOHMY dpwHA
Kal oTadlaKE To 06WP. ZLPUNANPWOTE HE GOPPRLTOAN ota 110 g Kal OPOYEVOTIOLAOTE.

Triturate active and xanthan. Add polysorbate 80 and about 10 g sorbitol, then flavour and water gradually. Adjust
with sorbitol to 110 g and homogenise.

References: [1]

Mapatnpnioelg / Observations

H avtiotolyio pdfac/dykou eivatl TNG oLYKEKPLUEVNG o0vOeanG. EAEyETe oLUVOALKA €kBeon o€ gopPLTOAN TP and
xopriynan.

The mass/volume relationship is formulation-specific. Review total sorbitol exposure before dispensing.

References: [1]

MepLékTnNG KalL ovokevagia / Container and packaging
®LdAn 100 ML pe 500OUETPLKA TULMETA.

100 mL bottle with dosing pipette.

References: [1]

MowoTikO6¢ éAeyxocg / Quality control

omntikA e€€taon epedviong, EAeyxoG TeAKoO dykou/PNddag Kat, yla evalwpripaTa, enavadlaonopds. Agv
evton{oTnKe €L6LKA EMKLPWHEVN OVAALTIKA LEBOOOC YL TO TEALKS piyua otnv nnyr. OL MPoTEWOUEVOL
evbonapaokevaaTikol éAeyyol 6ev vmokaBLoTolV assay 1 HIKPOBLOAOYLKO éAeyxo 6TV amatTodvTaL.

H néBobog, To 6pLo amodoyniC, N MPAYHATIKA TIUN Kal 0 EAEYKTAC KaTtaypdeovTal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdleTal
attioAdynon.

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: [1], [12]
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®0Aa&n / Storage
®LoA{Blo 100 mL pe oalpeTpLkd eEdpTnUA, 15-25 °C. AvaKIvAOTE.
100 mL bottle with dosing device, 15-25 °C. Shake.

References: [1]

A1aOGeon / Dispensing

Xopriynon atnv akpBr cuvtayoypa@nuévn meplekTikdTNTA. Mo LYPE, XPNOLUOTIOLAOTE KATAAANAN
BaBuovounuévn cbpLyya and Tov oTéUaToC: Kataypdyte 660n Kot cuxvdTNTA ANd TN CLVTAYH.

Dispense the exact prescribed strength. For liquids use a suitable graduated oral syringe; record dose and
frequency from the prescription.

References: [1]

EmioApavon / Labelling

Néoo evatwpnua tptwedomnpiung 10 mg/mL FTM

Amné touv oTtéuaTOog

Nocétnta: _ Noaptiba:

MNapaokevdotnke: _ XpAon éwg:

AgBeviig / 86on / ouyvéTnTOo:

®OAaEN: dLaAidLo 100 mL pe SoolueTPLkd EApTNUA, 15-25 °C. AvaklvioTe.
AvakrioTte/enavadlaone{peTe KAAG mpwv and xprion.

©epuokpaoia yia to BUD autAg tng naptidag:

Trimethoprim oral suspension 10 mg/mL FTM

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:

Storage: 100 mL bottle with dosing device, 15-25 °C. Shake.
Shake/redisperse well before use.

Temperature for this batch BUD: __

References: [1]

v9_controls / v9_controls

To apBunTikd 6plo oto apyeio elvat pévo 6pLo BLRALOYPAPLKAC ava@opdc uTd TIC £6IKEC MpolmoBéaelg. Aev €xel
oplotel BUD npaypaTtikig naptidag kat dev £€xouv napaxOel petprjoelg aw. H akplprig abvbeon, ta
TIPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN KoL Ta aTolxela eAEyyoU TIPETEL VOl EYKPLOODV YL TH OUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudéletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAEyY0 BLAPKELAC HETA TO Avolypa. Ta dpla USP elval Texviké mAaiolo Kat 6ev
napovoldfovtal WG EAANVIKA vopobeaoia.

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.

AveEGpPTNTN EAANVLKA KOl ayYALKH anédoon/opydvwaon otolxelwy TNG avaeepdpevng nmnyng. Aev anoteAel enlonun petdepaon i €ykplon Tou
€KOOTN.

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

[1] Formulaire Thérapeutique Magistral, édition 2010 - K-I-4-b-2

2010 | PDF pp. 879-880 | 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

AwoBéotpo keipevo / 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] MHLW - Japanese Pharmacopoeia XVIII: Polysorbate 80

JP XVIII, 2021; English text | Printed p. 1550; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[4] 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

[5] 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

[6] 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

[7] 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

[8] 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

[9] 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
[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

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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