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KovuveTtianivn 50 / 100 / 150 mg - Kayakia ARETNG
amodéopevong

Quetiapine 50 / 100 / 150 mg immediate-release
capsules

BLBALoypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKatL 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 avadnuoaoievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4beta fj ouvdpopr. Agv BNAWVETAL 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: 1 kaydklo / capsule; emAéEte pila Lox0 / select one strength

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

dovpapik koveTamivn, ya 50 / 100 / 150 mg Bdong 57.56/115.12/172.68 mg
Quetiapine fumarate, for 50 / 100 / 150 mg base

AvuEpo KOAAOELBEG BLogeiblo mupttiov, avtioTolxa 05/1/1.5mg
Colloidal anhydrous silica, respectively

AdLo@avég kKEAVQOG CeAaTivng, péyebog 4 /2 / 1 avtioToa 1 tepdya / pieces
Opaque gelatin shell, size 4 / 2 / 1 respectively

MNeprypagn okevadopatog / Preparation description

2kANpd kaydkia: Kovetiamnivn 50 / 100 / 150 mg - kaydkia dueong anodéousvonc. Mpdobeta kpLThipLla epedviong
bev TeKUNPLWVOVTAL OTO €E€TOOBEY €16IKS Kel{pEvO.

Hard capsules: Quetiapine 50 / 100 / 150 mg immediate-release capsules. Additional appearance criteria are not
established by the specific text reviewed.

References: [1]

Apaon kaiL xpAon / Action and use
AVTWLYXWOLKG: N mapaokevr elval dueonc anodéopevong.
Antipsychotic; this preparation is immediate-release.

References: [1]

Mpodiaypagic / Specifications

Méon pala nAfpwong yta 50 / 100 / 150 mg: 52,3-63,9 / 104,5-127,7 / 156,8-191,6 mg. Méon MepLEKTIKOTNTA
90-110%. NAApPNG dLadikaoia opolopop@iag HAZac/meEPLEXOUEVOL OTO TPWTOTLMO.
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Mean fill mass for 50 / 100 / 150 mg: 52.3-63.9/104.5-127.7 / 156.8-191.6 mg. Mean assay 90-110%. Full
mass/content-uniformity procedure in original.

References: [1]

®wg / Light

Mo to TeAkd okebaoua N nyr opiCeL:
KaTtdAAnAoG KAELOTAG mePLEKTNG, 15-25 °C, Enpd pépog, mpootaaia and ewg.

For the finished product the source specifies:
Suitable closed container, 15-25 °C, dry, protected from light.

References: [1]

Aépac kKal o€eidbwon / Air and oxidation

Agv opExeTAL HEAETN OEEWOWTIKAG 0TABEPATNTAC TOL TEALKOU HiypaTog o0Te anaitnon adpavolc atudopalpad.
Tnpeltatl 0 mepLEKTNG TNG MNYHAG.

No oxidative stability study of the finished mixture or inert-atmosphere requirement is provided. Use the source
container.

References: [1]

Nepo kat SuaAvtoTtnTa / Water and solubility

Agv dlveTal mOooTLKS 6pLo LEPOAVTLKAG OTABEPATNTAG TNG OLYKEKPLUEVNG o0vBeanG. H mogdTnTa Kat moldtnTa
vepoD Hev peTaBaAAeTal and Tn cuvtayh.

No quantitative hydrolytic stability limit is given for this formula. Retain the prescribed water amount and quality.

References: [1]

Yypaoia / Humidity

Agv SlveTal aplBPUNTIKS dpLo OXETLKIG LYPATI(AGC 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]

Oeppokpacia / Temperature

lNa to teAkd okebaopa n nnyn opiCeL:
KatdAANAoG KAELOTAG MePLEKTNG, 15-25 °C, §npd pépog, mpootaaia and ewg.

For the finished product the source specifies:
Suitable closed container, 15-25 °C, dry, protected from light.

References: [1]

pH kat cuppatétTnta / pH and compatibility

Agv anodidetal pH atnv §npd poper. Tuxdév pH avaAuTikod ekXVAONATOG HETPATAL HOVO PE TNV KABOPLOMEYN
HéBobdo.

No pH is assigned to the dry dosage form. Any analytical-extract pH requires the specified method.

References: [1]
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AAAec aAAnAemidpaoelg / Other interactions

Agv napéxetal TAAPNS S0k cuuBaTdTNTAC TOU UiyHaTOoG HE MpdobeTa dpaoTIKA 1 dLagopeTikd €kGoya. OL
LTIOKATAOTAOELG AMaLTOOY 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

Tavtomnoinon kat Bdon Coylong:

e ®dovpaplkr koveTlamivn, yla 50 / 100 / 150 mg Bdong: 57.56 / 115.12 / 172.68 mg.
¢ Avubpo KoAAoelbég BloEeidlo upttiov, avtiotowa: 0.5/1 /1.5 mg.

o ASLapaveég kEALPOG CeAativng, uéyebog 4 /2 / 1 avtiotowya: 1 tepdyla / pieces.
OL dnAwpéveg popeéc/moldTnTeEG avrikouy otny akpBry cbveean tng mnyric.

Identity and weighing basis:

* Quetiapine fumarate, for 50 / 100 / 150 mg base: 57.56 / 115.12 / 172.68 mg.
* Colloidal anhydrous silica, respectively: 0.5 /1 /1.5 mg.

* Opaque gelatin shell, size 4 / 2 / 1 respectively: 1 tepdyla / pieces.

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

References: [1]

MpooTtacia epyalopévwy / Staff protection

KaBapr pakpuudvikn epyaoctnplakr evduvpaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPS. ANy YOV TLWY
pETE amnd empdAvvon/eBopd.

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

References: [11], [2], [3]

ExTtipnon kivdovov / Risk assessment

ZuykekpLuévn naptida avagopdc: 1 kawdkio / capsule; emA€éETe pla Loyl / select one strength. MpWwTto cuoTATIKS:
dovpapikr koveTamivn, yla 50 / 100 / 150 mg Bdong, 57.56 / 115.12 / 172.68 mg. EA£yETe aveEdpTNTA TN XNKLKA
HOPOH, TIC HOVABEC Kal KABe KALUdkwan mpv and Joylon.

H opotopopeia pdlac 6ev amodetkviel pévn NG opolopopia mepLlexouévou. EAEYETE yewueTpk apaiwaon,
eAdxloTn QUYLON, AMWAELEG OTA TOLXWHOTO Kat aptBud/uéyebog Kayakiwv. AlatnpAoTe dlakpLty TavTdTNTA
LoXVWV KaTtd MARPWON Kal EMGApovon.

Kataypdyte yia tnv Tomkr avdAvon noagdtnta avd napaokevr, ouxvotnta epyaciog, didpKela avolkTol
XELPLOUOD, TBAVEG 0600G €KBEONG KOl AMOTEAECUATIKOTNTO TWY HETPWY eAEYXOL. AuTd elval atolxela elgédouv
NG a&loAdynaong: 6ev amodibeTal MPOoYNUATIKOC TEALKOG BaOUSC KlvdOvou.

Znuelo eAéyxouv anodéapevong: aveEdptntn enaABevon mg avd povdda, cLVOALKOD aPLBUOL LOVABWY Kat
MIkpdTEPNG COYLONG. H opolopopeia pdlag v LTOKABLOTAE TNV OUOLOPOP Pl TTEPLEKTLKOTNTAC OTIOL AUTH
anatte{tat. Kataypdyte dadoxr yewHETPIKAG apalwang Kot anoguyr dlaywpLopoly Koviwy.

Reference batch: 1 kaydklo / capsule; emAéEte pla Lox0 / select one strength. First ingredient: Quetiapine
fumarate, for 50 / 100 / 150 mg base, 57.56 / 115.12 / 172.68 mg. Independently check chemical form, units and
every scale conversion before weighing.

Mass uniformity alone does not prove content uniformity. Check geometric dilution, minimum weight, wall losses
and capsule count/size. Keep strengths distinctly identified during filling and labelling.

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: independently verify mg per unit, total unit count and smallest weighable quantity. Mass
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uniformity does not replace content uniformity when required. Document geometric dilution and prevention of
powder segregation.

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

ZuvOnkec mapaockevnG / Compounding conditions

Mpw amnd avdulEn: Tavtonoinon xNUIKAG HOPYAC Kol MapTidac KABE cLOTATIKOD, KATAYPAPH BEWPNTIKWY
TOCOTATWY Kal EAeyxoC KabapldtnTtag Tou eEonAlopol. OL Bepuokpaoilec Kol N oelpd MPoaoBAKNG 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], [3]

Texkpnpiwon BUD / BUD rationale

Aldpkela otnv nnyr): Baowkr povoypaeia: 6 eBoouddeg. H note emutpénetl 12 eBdopddeg pévo vnéd T
OLYKEKPLUEVEC TTPODTIOOETELG TIPWTNG UANG, KEALYWVY Kal ouokevaoiag Tov nivaka otn oeA. 5. Agv HeTaPEpPETAL
auTtéuaTa N mapdTaon.

H dudpketa avth elvat 0dnyla TNG CLYKEKPLUEVNG QappakoTol{ac/mNyAG. ZTov mapdvTa EAeyx0 dev emaAnBedTNKE
MAAPNG TIPWTOYEVAC MEAETN TIOL VO TEKHUNPLWVEL TAVTOXPOVA XNHLKH, QUOLKH Kol UIKPOBLOAOYLKA EMEKTOON TNG
(6lag TeAkAC obvBeonc.

EmAeypEVOG YEVIKOG Kavdvag: €wg 180 nuépeg atoug 20-25 °C yia oTePe A N LBATIKA PN MOOLUN HOPYH, UE
TEKMNPLWHEVN aw <0,6. H apyikr moldtnta/vypaoia, n npootacia and e(oodo vepold Kal N LOLKA KATAAANASTNTA
npénel va vrootnpi{Couv autrh TNV Katnyoplia.

To éplo BLBALOYPAPLKIG ava@opdc TnG napovoag €kdoong elval n cuvtopdTePN HETAED TNG MoPATAVW BLAPKELAG
TNYAC Kal Tou yevikoD oplov. MNa napdtaon anatte(tal Tekunpiwon mov KAADTITEL
SpaoTIKA/EKDOXO/MEPLEKTIKOTNTA, TIEPLEKTN, Oepokpaaia, LEO0DO evdELKTLKH 0TABEPOTNTAG KaL, Yla LOATLKNA
EMEKTOON, TNV AMALTOOPEVN HLKpoPBLoAoyik Tekunpiwan. Epappootéa enionun USP-NF povoypaoia agloloyeitatl
XWpPLoTd oto MAAPeC Kelpnevd TNG.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and noapaokevr] + emAeyUévn dldpKela, AREELC MPWTWY
VAWV KoLl TUXOY CLVTOUSTEPO TEKUNPLWHEVO OpLo. O XpdvoG PHETA TO dvolypa 6ev mapaTteivel To cuvoAlkd BUD. H
TEALKA NUEPOUNVIO CUUMANPWVETAL YL TN GLUYKEKPLEVN TIOPTIBA HETE TOUC EAEYYOULC.

O yeVIKOG Kavovag anoTeAel ouvtnpeNTIKS Oplo eMAOYAC Kol OXL MELpapaTIK anddelEn otabepdTNTAC TNG
naptidag. H katnyopila cuvdéetal pe TNV TEAKA aOVOEaDN, TN oLVTAPNON Kal TG emTPeNduEVEG Bepuokpaoieg. H
TWUA aw 6gv MPoKOMTEL amd TO MOG0CaTO VEPOU A TNV AMWAELX KATA TNy EApavan. MNa tekunpiwaon xpnotponoliote
SOP-014 kot F-006- yia €l6ikrj aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw o€ kdBe un otelpo napaockedaoua. H tekunplwuévn tagvéunon tng
OLYKEKPLPEVNG o0vBeong unopel va xpnotpomotle{tal wg odnydc: KataypdeetTal pntéd wg ekTinon Kot XL WG
pétpnon. Auei{BoAn fj opltakr Ta€vounon amnattel l6iké tekuriplo  KATAAANAN wétpnon. H nuepounvia TeAtkol
okevdopatog dev vrepPaivel Tn dlaBéoun nuepopnvia Twv RdN MAPACKEVACUEVWY CLOTATIKWY/BATEWY, EKTOG Qv
€xeL voBeTNBel emapkrg €Ok TekUNP{won yla TNV akpLBr] TeAkr obvBeon.

Al6pBwon aplBunTikod oplov HNTPWOUL: €W 42 NUEPEG WG CLVTNPENTLKO OpLo avaPoPAC, TIPLY amnd Tuxov
ouVTOUOTEPEC AfEELG/NUEPOUNViec Bdoewy. MNa TN YeTaTpOom TNG napoloag €kdoong xpnollonolobvtal 28
NUEPEC avd 1 nuepoAoyLlakd piva kat 89 NUEPEG avd 3 NUEPOAOYLAKOUC UAVEG: ol EBSouGdec peTaTpénovTal o 7
NUEPEC. Ol MPWTATUTIEG HOVADEG TNG INYAC SlatnpolbvTal. MPOKELTAL YO CUVTAKTLKEA TMOALTLKH HETATPOTHG, O)XL
ylwa véo anotéAeopa oTabepdTNTAG 1 ALTOUATN AnodEoevan.

Period reported by source: Base monograph: 6 weeks. The note permits 12 weeks only under the specific API,
shell and packaging conditions in its page 5 table. Extension is not automatic.

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 180 days at 20-25 °C for a solid or nonaqueous nonoral-liquid form with supported aw
<0.6. Initial quality/moisture, exclusion of water ingress and physical suitability must support this category.

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
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the required microbiological evidence for agqueous 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 does not require water-activity measurement for every nonsterile preparation. A justified classification of the
actual formulation may guide dating; record it explicitly as inferred, not measured. Uncertain or borderline
classification requires specific evidence or a suitable measurement. Finished-product dating does not outlast the
available dating of previously compounded components/bases unless adequate specific evidence for the exact
finished preparation has been formally adopted.

Register correction: at most 42 days as a conservative reference cap before any shorter expiry/component date.
This edition converts one calendar month to 28 days and three calendar months to 89 days; weeks are converted
to seven days. Original source units are retained. This is an editorial conversion policy, not a new stability result or
automatic release.

References: [11], [4], [5], [7], [9]

MpoanaiTobpeva / Prerequisites

Agv anatteltal xwploth B&on pe Kwdkd pNTpwov. Tuxdv eunoptkd dxnua MaPapEveL 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€omAlopog / Equipment

Zuyo¢, youdi{/dnepog, KOOKLWO, GLUOKELH MARPWONG TOL KABOPLOUEVOU PEYEBOLC KayaKiwy, EEOTMALOUOG EAEYYOL
palac/opolopopeiag.

Balance, mortar/pestle, sieve, capsule filler for the specified shell size and mass/uniformity QC equipment.

References: [1]

M£0060¢ mapaokevng / Compounding method

YroAoylote yia pia o0 kat éva nARBo¢ kayakiwv. ZuyloTte govpapikr KoveTiamnivn kat nup{Ttio, AeLoTPLBAOTE Kal
opoyevomolfoTe. MANpwoTe, KAsloTe, eAEyETe MARBOOC/UATa KoL CUOKEVLAOTE.

Calculate for one strength and capsule count. Weigh quetiapine fumarate and silica, triturate and blend. Fill,
close, check count/mass and package.

References: [1]

Mapatnpnoelg / Observations

XpnotuomnotovTal oL 0pLOUEVES HOPQPEC AEONC aTIOdETUELONG KL OLPAPLKAG KoLETLAT(VNG. OL TPELG OTAAEG
NG MNYAG AMOTEAODY EVOAAAKTIKEG TEPLEKTIKOTNTEG.

Use the specified immediate-release form and quetiapine fumarate. The source’s three columns are alternative
strengths.

References: [1]

MNepLéKTNG KaL ovokevaoia / Container and packaging

KaTtdAANAOC KAELOTOC MEPLEKTNG, 15-25 °C, Enpd pépog, mpootacia and wc.
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Suitable closed container, 15-25 °C, dry, protected from light.

References: [1]

MoloTikog éAeyxocG / Quality control

Opotopopgia pdcag 20 tuxaiwy povddwv Katd Ph. Eur. 2.9.5 kat éAeyXOL MEPLEKTLKOTNTAC/MOVAOWY KATA TO
€101 avaALTIKS MapdpTnua. Xpnaotuonolobvtal Ta akplBry 6pla TNC EMAEYHEVNG MEPLEKTIKOTNTAC. TO MANPES
mopdpTNUa anattelTal yio EKTEAEDN.

H néBodog, 1o 6pLo amodoxAC, N MPAYHATIKA T Kol 0 EAEYKTAC KaTtaypdeovtal xwplotd oto F-005. Anotuyia
kplowng npodiaypagric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavdAnyn eAéyxwv xpetdletal
alttloAdynon.

Mass uniformity of 20 random units by Ph. Eur. 2.9.5 and content/unit tests in the specific analytical annex. Use
the exact limits for the selected strength. The full annex is required for execution.

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], [8]

®0AaEn / Storage
KatdAAnAog KAelOTOG mepLlékTng, 15-25 °C, Enpd pépog, mpoataaia amnd ewg.
Suitable closed container, 15-25 °C, dry, protected from light.

References: [1]

A1aOeon / Dispensing

Xoprynon otnv akplBri cuvtayoypa@nuévn mePLEKTIKOTNTA. Mo LYPA&, XpNolonolioTe KATAAANAN
BaBuovounuévn clplyya amd tov oTdPATOC: KaTtaypdyte 60N Kal 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]

EmioARpavon / Labelling

KouveTiamnivn 50 / 100 / 150 mg - kawdkia dueang anodEopueuong

Ané Ttov otéuatog

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviiG / 660on / ouxvéTnTOo:

®OAaEN: KatdAANAOC KAELOTOG EpLEKTNG, 15-25 °C, Enpd pépog, mpootacia and Qwc.
©eppokpaoia yla To BUD autAg tng naptidag:

Quetiapine 50 / 100 / 150 mg immediate-release capsules

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:
Storage: Suitable closed container, 15-25 °C, dry, protected from light.
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] ANSM - Monographie de préparation magistrale (outside Formulaire national)

v3 ¢ 31/07/2025; note v1 » 31/07/2025 | PDF pp. 1-7; note 1-5 | master formula | 2026-09-10
https://ansm.sante.fr/uploads/2025/08/05/20250731-monographie-quetiapine-gelules-50-100-150-mg.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] 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
[6] 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
[7] 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
[8] 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
[9] USP - General Chapter <795> FAQs (official, updated 1 November 2023)

Updated 1 November 2023; retrieved 14 October 2026 | Q52, Q61-64; use with the applicable full chapter | Water-activity classification,
component dating and BUD documentation; general professional framework, not a Greek legal adoption or formula-specific study |
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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