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PUOMIOMEVN KPERA KETOMAKPOYOANG FTM

Buffered cetomacrogol cream 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: 100 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

KntooTteapuAlkr) aAKOOAN 7.249
Cetostearyl alcohol

Ketopakpoyoin 1000 1.8¢g
Cetomacrogol 1000

Aevkr BaleAivn 15¢
White soft paraffin

Yypr napaeivn 69
Liquid paraffin

YopBikd KAALO 0.27 g
Potassium sorbate

ALodELvo pwogoplkd vaTplo BLOdpLkd 0.30g
Sodium dihydrogen phosphate dihydrate

Apatd pwoeoptkd o&L r vdpoge(blo vatplov 1 M g.s. pH 5 BA. moodtnTa / see quantity
Dilute phosphoric acid or sodium hydroxide 1 M

KekaBapuévo 08w g.s.ad 100 g
Purified water

MNeprypag@n okevaopatog / Preparation description

Huwotepen Bdaon: PuBulopévn Kpéua KETOHaKkpoyOAnG FTM. Mpdobeta KpLthipla euedviong 6€v TEKUNPLWVOVTAL
010 €EeTA0OEY €161KO Ke{uevo.

Semi-solid base: Buffered cetomacrogol cream FTM. Additional appearance criteria are not established by the
specific text reviewed.
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References: [1]

Apaon kaL xpron / Action and use
‘Exdox0o/Bdon yia TNV KATAAANAN TeAKN napaokevr- anatte(tal EAeyyxog cupfatdTnTag.
Excipient/base for an appropriate final preparation; compatibility must be assessed.

References: [1]

Mpobiaypagéc / Specifications
pH 4.5-5.5
pH 4.5-5.5

References: [1]

®wg / Light

Agv mopéxeTal 6K eWTOoTABEPSTNTA TOU TEALKOD MPOIGVTOG. H amattolEVn QUTONPOCOTAC(O TOL MEPLEKTN,
€pboov opiletal, avagépetal atn POAAEN.

Finished-product photostability is not specified. Any required container light protection is stated under Storage.

References: [1]

Aépac kaL o&eidbwaon / Air and oxidation

Agv MapéxeTal HEAETN 0EEBWTLKAC oTaBePATNTOG TOL TEALKOD PiyuaTog o0Te anaitnon adpavolg atudopalpac.
Tnpeltal 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

Aevkr BageAivn: n avtioTtowxn kabapr nmEWTN VAN KATA JP elvat MPpakTikd adldAutn oTo vePOS.
Yypr mopagivn: n avtiotowyn kabapr mpwtn VAN Katd JP elval mpakTikd adldAvtn oto vePO.

White Petrolatum: JP classifies the corresponding pure raw material as practically insoluble in water.
Liquid Paraffin: JP classifies the corresponding pure raw material as practically insoluble in water.

References: [3], [4]

Yypaoia / Humidity

Agv dlveTal aplBunTiké épLo oxeTikiG bypaoiag yla To TeEAkd okeDaopa. ATto@ebyovTtal SLaBpoxr MTPWTWY LAWY
KOl HETAPOPA CUUMUKVWHUAETWY OTOV MEPLEKTN.

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

References: [1]

Osppokpacia / Temperature

A€V TEKPNPLOVETAL EMLTPENTH BEpUOKpaTLlakr amdkAlon i KOKAOG KatdyuEnc/andyuEnc. O Bepuokpaaieg
MOPACKEVHC Kot QUAAENC avapépovTal oTa avtioTolya media.

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

References: [1]
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pH kai cupBatétnta / pH and compatibility

MpodLaypa@r Tou CUYKEKPLUEVOL OKELAOUATOG, 0L E0pOC amnodedelyuévne otabepdTnTac:
pH 4.5-5.5

Specification of this preparation, not a demonstrated stability range:
pH 4.5-5.5

References: [1]

AAAeG aAAnAembpaoclg / Other interactions

Aev napéxetal mARPNS 60K ouuBaTtdTNTAC TOL PiyHaTOG UE MPSOBeTa dPAOTIKA 1 dLapopeTIkA €kBoya. Ot
LTIOKATAOTACELG amalTolv XwpLloTH Tekunplwon.

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

References: [1]

EwbiIkd otolxeia ovotatikwy / Ingredient-specific information

Aevkn BaleAlvn: mpwTN VAN UE XAPAKTNPELOUS HLOALTOTNTAC OTO VEPS «TIPAKTIKA adldAvTn» Katd JP.
Yypr napaeivn: mpwtn OAN HE XoPaKTNELOUS SLAALTOTNTAG OTO VEPD «TPAKTIKE adldAvtn» Katd JP.

White Petrolatum: raw-material water solubility is classified as practically insoluble by JP.
Liquid Paraffin: raw-material water solubility is classified as practically insoluble by JP.

References: [3], [4]

Mpootacia epyalopévwy / Staff protection

KaBapr HOKPUHAVLIKN EpyaoTnELaK evdupacia, KAALYN LOAALWY KoLl YAVTLA KATA TOV XELPLORd. AAAQYH YAVTLWY
META amnd emudAvvaon/ebopd.

Xelwplotelte TN TOyLon kot AstotpiBnon oe xwpo/dldtagn mov neplopifel Hlaomopd Kovlwy, e mpooTaaia
0QOAAUWY- 0 TUTIOG AVATVELOTIKAG TpooTaciag kaBop(letal and tTn ocLYKEKPLUEVN €KBEDN.

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

Contain powder during weighing and trituration and use eye protection; select respiratory protection for the
actual exposure.

References: [1], [2], [5]

Sikalias Greek Formulary | Reference documentation 3



compounding.gr | 10.0 | 2026-10-14

ExTtipnon kivdovov / Risk assessment

ZuykekpLuévn mopTida avagopds: 100 g. Mpwto ovotatikd: KNTooTteapuAlk aAkodAn, 7.2 g. EAEyETe
aVEEGPTNTA TN XNULKA HOPQH, TG HOVADEC Kol KABE KALUAKwaon pv and COyLon.

QC evdldpeTo, PEPEL ELBLAKPLTN TAVTAHTNTA KAl GLYKEVTPWON: 6ev dlaTiBeTal WG TEAKS @dpuako. H apaiwon A
npooBnikn 6pacTtikig anattel véo umoAoylopd ekdOXwWvY, cuvtApnong Kat BUD. EAéyEte &TL kKABe eEapTwuevn Bdaon
€xel anodeoueLOEL.

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.

©epuLkd aTAdl0 TNG oLvyKeKPLPévNng Sladikaalag: eAEYETE OepUOPETPO, TPOTIO BEPUAVONG, XPOVLKH BLdpKeLa Kot
anopuyr unepBEpuavonG/anwAelag dtaAdTn. To TéEAog avduEng dev TavtiCeTal pe TEKUNPLWPEVN YOEN A A PN
opoyevormoinan.

Znuelo eAéyyxou amnodéapevonG: EAEYETE CUOOWHATWHATA, KPUOTEAAOUG, TOTILKEG BLOAPOPEG LG KAl EAEDBEPO
LYPO HETE TNV OAOKARPWON TNG HEBGBOL. KataypdyTte yewueTpla avauéng, uéyeboc naptidag KoL MPAYHATIKEG
OEPUOKPAOIEG: HETAPOPA apLlBUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Looduvauia.

MepLéxel KNTOOTEAPULALKH 1] KNTUALKH) aAKOOAN: umopel va MPoKaAEoeL TOTLKY depuaTikh avtidpaon. A§LoAoyrote
KOl TA OLOTATLKA TNG XPNOlpomnolovevng Bdong.

Reference batch: 100 g. First ingredient: Cetostearyl alcohol, 7.2 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.

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.

Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
base in the assessment.

References: [11], [8], [10], [12]

ZuvOnkec mapaokevng / Compounding conditions

Mpw and avduEn: Tavtonoinon XNUKAG HOoPeAG Kal mapTidag K&dBe ouoTaTikoD, KaTaypaer BEWPNTKWY
MOCOTATWY KAl EAEYX0G KaBapldTnTaC Tou eEOMALOMOD. OL BepoKkpaoileg Kal N oelpd mPoodrikng elvatl aLTEC TNG
nopakATw 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]
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Tekpunpiwon BUD / BUD rationale

Agv gvtomni{oTnke €8LKA MELPAPATIKA BLEPKELX IOV Vo KAAOTITEL OAGKANPN TNV akpLBA glvBeaon, Tov MEPLEKTN Kal
TN HLKPORLOAOYLKH KaTaAANASTNTA.

EMAEYEVOG YEVIKOG KOVOVAC: €WC 35 NUEPEC YL LOATIKA HOPPH HE KATAAANAO 0OOTNUA CLUVTHPNONG OTNY TEALKA
obvBeon Kat pH. Xpnotuonowjote 20-25 °C, 1§ 2-8 °C pévo étav n nnyn to emtpénel/anattel Kol n popen
MUPAPEVEL KATAAANAN. Agv entapkel N ovopaoia evég ouvTnNPENTIKOL €AV LTS €xel apalwOel, adpavomrolndel
HETOQEPOEL oE AAAN @don.

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
TEAKH NUEPOUNVIO CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP T{OA HETA TOLC EAEYXOULG.

0O yeVIKOG Kavovag anoTeAel ouvtnpENTkd 6pLlo eMAOYAC Kol OxL MELpapaTIK anddelEn otabepdTNTAC TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAKH oOVBeOn, TN OLVTAPNON KOl TLG EMTPENOUEVEG BEpUoKpaoiec. H
T aw dgv mpokKOMTEL And TO MOCOATO VEPOL H TNV AMWAELX KATA TNV §Apavon. MNa tekunpiwon xpnotlonotiote
SOP-014 kot F-006- yia €16ikry aw, SOP-017 kot F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yia kdOe un otelpa napaockevr. H katnyopla pnopel va tekunplwoel
and TNV akpLBr oOvBeon Kal KATAAANAQ AVTUTPOCWTELTIKA Mapadelypata: 6tav n ocbvbeon slvat aBéBain
oplakh, mpoTidTal 6K LETPNON HE KATAAANAN LéB0BO. ZTNV apoloa €kdoan Hev LTIAPYXEL HETPNUEVN aw OUTE
anodeopevpévn mopTida. H 6ldpkela ToL TEALKOD OKELAOUATOC KATA Kavdva dev vepBaivel To evamnopévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evdlapéowv. EEaipean xpetdletal edikA attioAdynon 4tL dev
ennpedfetal SBLOPEVWCS N PLOLKH, XNMLKA 1} HikpoBLloAoylkr 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.

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.

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], [9], [11]

MpoanaiTtobpeva / Prerequisites

Agv anatteltal xwploth B&on pe Kwdlkd pnTpwov. Tuxdv eunoptkd dyxnua MapapéveL To akPLBEG KATOVOUACOEVO
npotév tou nivaka.

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

References: [1]

E€omAlopog / Equipment

Zuyo6¢ KatdAANANG eAdxLlotng C0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avdulEng, ondTovAeg,
BepudueTpo dtav vndpyxel O€puavan, 6pyava oyKoHETPNONG Yla MooOTNTEG ML.
BaBuovounuévo pHUETPO Kol KATAAANAQ pUBULOTIKA EAEYYOUL.
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Balance with suitable minimum weight, mortar/pestle or homogeniser, mixing vessels, spatulas, thermometer for
heated processes and volumetric equipment for mL quantities.
Calibrated pH meter and suitable check buffers.

References: [1]

M£00o60¢ nmapaokevnc / Compounding method

TAETe Atmopd Kot YyoAaKTwHoTomnotnTéc atoug 70 °C. AlaADGTE To QWoPoplkd dAac o 60 g Bpaaouévou DdaToC Kat
YoAaKTwHaTomnolote atoug 70 °C ue woyupn avddevon. WOETe avadebovtag. Mpocbéote To copBLlkd KaALO
dlaAvpévo oe 5 g VBaTtog. PuBuiote pH 5 Kat TeAkr ndla 100 g.

Melt fats and emulsifiers at 70 °C. Dissolve phosphate in 60 g boiled water and emulsify at 70 °C using vigorous
mixing. Cool with stirring. Add potassium sorbate dissolved in 5 g water. Adjust to pH 5 and 100 g.

References: [1]

Napatnpioels / Observations

To apatd pwopoplkd oL TNG MNyr¢ MpokonTeL and SekanAdola apaiwon oE€og TovAdxLoTov 85%. H napaAiayr
xwpic auvtnpenTikS €xeL dpLo 1 eBBouddac otnv ékboan 2010. Aev TEKUNPLWVETAL €8 YEVIKO OpLO yLa TN
guvtnpnuévn Baon.

The source dilute phosphoric acid is a tenfold dilution of acid of at least 85%. The unpreserved variant has a
1-week limit in 2010. No general period for the preserved base is established here.

References: [1]

MeplékTnG KaL ovokevaoia / Container and packaging

EmAoyn yia Tomtkh agloAdynaon: ateyavd ocwAnvdplo f doxelo NULOTEPEWY PE KATAAANAN enévbuan. Mpw amnd
MAAPWON EAEYYXOVTOL KABAPLOTNTA, AKEPALOTNTA, OTEYAVOTNTA KAl CUMBATOTNTA LALKOU/MWUATOC. H €8LKA
Hovoypaia SEV TEKHUNPLWVEL CUYKEKPLUEVO EUMOPLKS TTEPLEKTN.

Selection for local assessment: tight semisolid tube or jar with a suitable lining. Check cleanliness, integrity,
closure and material compatibility before filling. The specific monograph does not validate a particular
commercial container.

References: [1]

MoloTikog éAeyxoc / Quality control

pH 4.5-5.5

H uébodog, to éplo amodoync, N MPAYHATLKI TIUA KoL 0 EAEYKTAC KaTaypdgovTal XwploTd aoto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavdAnyn eAéyxwv xpeltdleTal
attioAdynon.

pH 4.5-5.5
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], [10]

®0Aagn / Storage

Ma dtdpkeLa mov anodidetal and yevikd kavéva, epapudletal eMAEov n Bepuokpacia TNG EMAEYHEVNG
Katnyoplag oto nedio BUD. H mnyr 6&v TekUnplwvel avbaipetec aAAayéc Bepokpaaoiac.

For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.
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References: [6]

AwaOeon / Dispensing

Evdldueon Bdon yia epyaotnplakn xprion. H evowpdtwaon dpactikig anattel véo éAeyyo abvBeaong, pH,
ouvvtpnong kot BUD Ttou teAlkoD mpoidévtod.

NepLtéxel KNTOoTEAPUALKH | KNTUALKA OAKOOAN: pmnopel va mpokaAéoel Tomkh Seppatiky avtidpaon. AEloAoyroTe
KoL T® OLOTATLKE TNG XPNOlponoLlobuevNnG Bdong.

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

Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
base in the assessment.

References: [1], [12]

EmioApavon / Labelling

PuBuiopévn Kpépa KEToHaKpoyoAng FTM

Epyaotnplakr Bdon - 6xt dpeon xopriynon

MNooétnta: _ Moaptido:

MNapaokevdotnke: _ XpAon éwg:

AcBeviiG / 660on / ouxvéTnTO:

®OAaEN:

©eppokpaoia yla To BUD autAg tng naptidag:

NepLéxel KNTooTEAPUALKH | KNTUALKA 0AKOOAN: pumnopel va mpokaAéoel ToTukh SeppaTik avtidpaan. A§loAoyroTe
Kol TO OLOTATIKE TNG XPNOLHoToloOuEVNG BAonc.

Buffered cetomacrogol cream FTM
Compounding base - not for direct administration

Quantity: _ Batch:
Prepared: _ Useby:
Patient / dose / frequency:
Storage:

Temperature for this batch BUD:
Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
base in the assessment.

References: [1], [12]

v9 controls / v9 _controls

To apBunTikd 6plo oto apxeio elvat pévo 6pLo BLRALOYPAPLKAC ava@opdc uTd TIC €6LIKEC polMoBEoeLg. Agv €xEL
oplotel BUD mpayuaTikAg maptidag kat 6ev £xouvv mapaxOel petprioelg aw. H akplBric obvBeon, ta
TIPOATALTOVHEVA, O MEPLEKTNG, N GOAAEN Kal Ta agTolyela EAEYXOUL TIPETMEL VO EYKPLOOUY YLa TN CLUYKEKPLUEVN
epappoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAeyYO BLAPKELAC HETA TO Avolypa. Ta dpla USP elval Texviké mAaiolo Kat 6ev
nopovaldfovtatl WG EAANVLIKH vouoBeaoia.

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.

AveEdpTNTN EAANVLKH KOl ayYALKH anédoon/opydvwaon otolxelwy TNG avaeepdpevng nnyng. Aev anoteAel enlonun petdepaaon fi €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 - B-I-3-a.7-8

2010 | PDF pp. 43-44 | 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: White Petrolatum

JP XVIII, 2021; English text | Printed p. 1501; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[4] MHLW - Japanese Pharmacopoeia XVIII: Liquid Paraffin

JP XVIII, 2021; English text | Printed p. 1477; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[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
[71 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
[8] 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
[9] 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
[10] PIC/S - Guide to Good Practices for the Preparation of Medicinal Products in Healthcare Establishments
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