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KAapiOpopukivn 250 / 500 mg - kKapakia
Clarithromycin 250 / 500 mg capsules

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: 1 kaydklo / capsule; emAéEte pia Lox0 / select one strength

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

KAaptBpopukivn, mpwtn VAN 250 /500 mg
Clarithromycin bulk API

AbLapavég KEALQOG TeAaTivng, uéyebog 2 / 00 avtioToa 1 tepdyia / pieces
Opaque gelatin shell, size 2 / 00 respectively

MNeprypag@n okevaopatog / Preparation description

ZkAnpd kaydkia: KhaptBpouvkivn 250 / 500 mg - kaydkia. Mpdodeta KpLTAPLA ELPAVLONG BEV TEKUNPLWVOVTAL
010 €EeTA0OEY €161KO Ke{uevo.

Hard capsules: Clarithromycin 250 / 500 mg capsules. Additional appearance criteria are not established by the
specific text reviewed.

References: [1]

Apaon kat xpAon / Action and use
MaKkpPOALBLKS avTLBLOTLKES.

Macrolide antibiotic.

References: [1]

Mpobiaypagéc / Specifications

Méon neplekTikdTNTA 90-110% TNG OVOUAOTLKIG. Opolopop@ia udlac oe 20 KawdKLa Kat meplexopévou o€ 10 tng
nopTidag eAéyxov, e TNV MARPN dladikaoia tng mnync.

Mean assay 90-110% of nominal. Mass uniformity on 20 capsules and content uniformity on 10 in the control
batch, using the full source procedure.

References: [1]

Sikalias Greek Formulary | Reference documentation 1



compounding.gr | 10.0 | 2026-10-14

®wg / Light

Mo to TeAkd okevaopa n nyr opiCeL:
Neptéktng HDPE 65 mL xwplc EnpavTtiké | KATAAANAOG PWTOTPOCTATEVTIKOC/VYPACLOTPOCTATEVTIKOG MEPLEKTNG
™N¢ nnyng. 15-25 °C, €npd uépoc, mpoataaia and ewg.

For the finished product the source specifies:
65 mL HDPE without desiccant, or a suitable light-/moisture-protective source container. 15-25 °C, dry, protected
from light.

References: [1]

Aépac kKal o€eidbwon / Air and oxidation

Agv opEYETAL HEAETN OEEWOWTIKAG OTABEPATNTAC TOL TEALKOU HiyHaTog 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 olvBeanG. H mogdTnTa Kat modtnTa
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

Mo to TeAKS okebaopa N nyr opiCeL:
Neptéktng HDPE 65 mL xwplc EnpavTtiké | KATAAANAOG PWTOTPOCTATEVTIKOC/VYPACLOTPOCTATEVTIKOG MEPLEKTNG
NG mNyNAG. 15-25 °C, Enpd uépog, npootacia and wc.

For the finished product the source specifies:
65 mL HDPE without desiccant, or a suitable light-/moisture-protective source container. 15-25 °C, dry, protected
from light.

References: [1]

Oeppokpacia / Temperature

Mo to TeAkd okebaopa n nnyr opiCeL:
Neptéktng HDPE 65 mL xwpic EnpavTtiké | KATEAAANAOG QWTOTPOCTATEVTIKAOC/VYPACLOTPOCTATEVTIKOG TMEPLEKTNG
™Nn¢ nnyng. 15-25 °C, €npd uépoc, mpoataaia and ewg.

For the finished product the source specifies:
65 mL HDPE without desiccant, or a suitable light-/moisture-protective source container. 15-25 °C, dry, protected
from light.

References: [1]

pH kait cupBatéTnTa / pH and compatibility

Agv anodidetal pH otnv Enpd poper. Tuxév pH avaAvTIKoD EKXLAIOHATOC HETPATOL HdVO HE TNV KABOoPLOUEVN
uéBobo.

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:

¢ KAaplBpopukivn, mpwtn 0AN: 250 / 500 mg.

e AbLagavég kKEALPOG CeAativng, péyebog 2 / 00 avtioTolya: 1 TtepdyLa / pieces.
OL dnAwpéveg popeEg/moldTnTEG avrjkouy aTnY akpLBr abvbeon tTng MNyNAg.

Identity and weighing basis:

* Clarithromycin bulk API: 250 / 500 mg.

* Opaque gelatin shell, size 2 / 00 respectively: 1 Tepdyxia / pieces.

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

References: [1]

Mpootacia epyalopévwy / Staff protection

Kabapr HOKpLUPAVLIKN EpyaoTnplakn evdupaoia, KEAALYN HAAALWY Kol YAVTLa KaTd Tov XELPLoUS. AAAQYH YOVTLWV
METE and enudAvvon/eBopd.

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

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

ExTipnon kKivdéovovu / Risk assessment

ZuykekpLuévn mapTida avagopdg: 1 kawdkio / capsule; emA€éETe pla ox0 / select one strength. MpwTo cuoTATIKS:
KAaptBpopukivn, mpwtn 0An, 250 / 500 mg. EA£yETe aveEdpTnTa TN XNULKA HOP®r, TIG HOVEDEG Kat K&Be
KALdKwaon npy and CoyLon.

H opolopopeia pdac 6ev amodelkviel pdévn TnG opolopopeia meptexopévou. EAEYETE YEWUETPLKA apaiwan,
€AAXLOTN TOYLON, AMWAELEG OTA TOLXWHOTA Kal aplOud/Uéyeboc kKayakiwy. AlatnperioTe dlakpltr TavtdTNTA
LoX0WVv KaTd MARPWaON Kal EMojuovon.

KataypdyTte yla TNV TOMKA avdAuon moodTnTa avd mapaokevr, ouxvotTnTa £pyaoiag, dldpkela avolkTtol
XELPLOMOD, TBAVEG 00006 €KBEaNG KL AMOTEAECUATIKOTNTA TWY HETPWY eAEYX0L. AuTd elval atolela elaédouv
NG agloAdynong: 6ev amodidetal MPOooXNUATIKAC TEALKOG BaBUSC KlvdOvou.

Znuelo eAéyyou amnodéopevong: aveEdptntn enaAriBevon mg avd povéada, cuvoALlkol aplBuol HovVEdwY Kat
MIkpOTEPNG T0YLONG. H opolopoppia palag v umokaBLoTd TNV opolopopeia MeEPLEKTIKOTNTAC OTOL auTH
anatteltat. Kataypdyte Sladoxr YEWHETPLKAG apailwaong Kol ano@uyr SlaxwpLopol KoOvLWy.

Reference batch: 1 kawdktio / capsule; emAégTe pia Loxy / select one strength. First ingredient: Clarithromycin bulk
API, 250 / 500 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
uniformity does not replace content uniformity when required. Document geometric dilution and prevention of
powder segregation.

References: [1], [6], [8]
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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: [11], [3]

Tekpnpiwon BUD / BUD rationale

Aldpkela otnv nnyn: H inyr opiCet 1 priva.

H dudpketa avtr elvatl 0dnyla TNG oLYKEKPLUEVNG QappaKoToLac/MNYAG. ZTOV MapdvTa EAeyx0o dev emaAnBe0TNKE
TMAAPNG MPWTOYEVAG HEAETN TIOL VA TEKUNPLWVEL TALTOXPOVA XNULKH, UOLKHA Kal UKPOBLOAOYLKH EMEKTAGCN TNG
(dlag TeAkrig obvBeong.

EmAeyEVOG YEVIKOG Kaviovag: éwg 180 nuépeg atoug 20-25 °C yla otepen f UN LOATIKA PN MOOLUN HoPPH, UE
TeEKUNPLWHEVN aw <0,6. H apyikr mowdtnta/vypaacia, n npootacia and e(codo vepold Kal N LKA KaTaAANAdTNTA
npénel va vmootnp{Couv avtr TNV Katnyopla.

To 6plo BLRALOYPAPLKAG ava@opdc TNS nmapoloac ékdoong lval n cuvtopdTeEPN HETAED TNG Mapamdvw dldpkeLlag
TNYAG Kal Tou YeVLIKoL oplov. MNa napdtaon anotte{tal TeEKunpiwan mov KAAOTTEL
SpaoTIKA/EKBOXQ/MEPLEKTIKOTNTA, MEPLEKTN, OepoKkpaaia, HEB0BO0 eVOELKTLKH OTABEPSTNTAC KaL, Yla LOATLKNA
EMEKTAON, TNV AMALTOOMEVN HikpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia aglooyeltal
XWPLOTA 0To MARPEC KE(eEVS TNG.

Huepounvia xpriong = n evwpitepn emtpenth nUepounvia and napaokevr + emAeyUévn dldpkela, AREELC TPWTWY
LAWY KoL TUXOY CLVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog HETA To dvolyua dev mapaTtelvel To cLVoALké BUD. H
TeAKA NUEPOUNV{O CUUMANPWVETAL YLA TN CLYKEKPLUEVN TTaPTIBA HETE TOLG EAEYXOULG.

O yevikdg kavédvag anoteAel ouvTNPENTLIKS dpLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTtidac. H katnyopia ovvdéeTal he TNV TEAKA oOVBEDN, TN cuVTAPNON Kal TG EMTPENOUEVEG BEpUoKpaaiec. H
TR aw 6gv MPOoKOMTEL amnd TO MOG0CaTO VEPOL | TNV AMWAELX KATA TN Efpavan. MNa tekunpiwaon xpnoluonotioTe
SOP-014 kat F-006- ywa €161k} aw, SOP-017 kat F-012.

H USP 6ev amnattel pétpnon aw oe KdBe pn otelpo napaockebaopa. H tekunpuwpévn tagvéunon tng
OULYKEKPLIEVNG oVvBeaNnG pnopel va xpnotpomole{tat wg 0dnyd¢: kataypdeeTal pnTéd WG eKTiNON Kot OXL WG
péTtpnon. Auei{BoAn r oplakr Tagwéunon anattel 6Lkd TEKPAPLO A KATAAANAN HéTPNon. H nuepounvia TeAkoO
okevdopaToc 6ev vepPBaivel Tn SlaBéoun NUEpounvia Twy AN MUPACKEVATUEVWY CLOTATIKWY/BACEWY, EKTOC Qv
€xeL vloBeTNBel emapkrg e8Ik TekUNP{woN yla TNV akpLBr] TeAk obvBean.

Al6pBwaon aplBunTikoL oplovu UNTPWOUL: WG 28 NUEPEG WG oLYVTNPENTLKO OpLo avaPopdc, TPLv amnd Tuxov
ouvvtoudTEPEG AfEeLg/nuepounviec Bdocwy. MNa tn peTatpond TNG nopoloag €Kdoong xpnotuomotovtol 28
NUEPEG avd 1 nuepoAoylakd priva kot 89 nuépeg avd 3 nUEPOAOYLAKOUG UAVEG: oL Bdouddeq peTatpénovtal oe 7
Nuépec. OL mpwTdTUTEG HOVABEC TNG MNYAC SlatnpolvTal. MPOKELTAL YIa GUVTOAKTLKE MOALTLKH METATPOMAG, OXL
yla véo anotéAeopa otabepdTnTag 1 avtduaTn anodéouevon.

Period reported by source: Source period: 1 month.

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
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
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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 28 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]

MpoanaiToVpeva / Prerequisites

Agv anatteltal ywplotrh Bdon He KWOLKO uNTPWoUL. Tuxdv eUNopPLKd OYXNUA TIAPAUEVEL TO AKPLBEC KATOVOUALOUEVO
npoidv Tou mivaka.

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

References: [1]

EEomAlopoGg / Equipment

Zuyo¢, youd(/0nepog, K6OKLVO, GUOKELH MARPWONG TOL KABOPLOUEVOL PEYEBOULC KayaKkiwy, EEOTALOUOG EAEYYOL
palac/opolopopeiac.

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

References: [1]

M£0060¢ mapaokevng / Compounding method

YroAoylote kat Quyiote TNV MPWTN VAN v pia loxy kat éva mARBog kayakiwv. AsloTplBrioTte, MANPWOTE
opoldpop@a, KAE{oTE Kl EAEYETE T KOWAKLA. Agv TIPORAEMETAL APALWTLKG. ZUOKELAOTE PETA TOUG AMALTODUEVOUG
eAEéyxOULG.

Calculate and weigh API for one strength and capsule count. Triturate, fill evenly, close and inspect capsules. No
diluent is specified. Package after the required checks.

References: [1]

Mapatnpnoelg / Observations

EAeyx0oC €kBeang oe okdvn Kal Staotavpoluevng emudAvvong. H mnyr tovifel Slaywplopd amnd Tnv nopacKeLn
OMOELKIAAIYNG. H 1oY0G Kal To pEyeBOG KEADPOLG TIPEMEL VA AV TLOTOLYOUV.

Control powder exposure and cross-contamination. Source stresses separation from amoxicillin preparation.
Match capsule strength and shell size.

References: [1]

MNepLékTNG KaL ovokevaoia / Container and packaging

Neptéktng HDPE 65 mL xwpic EnpavTtikéd | KATEAAANAOG QWTOTPOCTATEVTIKAOC/VYPACLOTPOCTATEVTIKOG TMEPLEKTNG
™Nn¢ nnyng. 15-25 °C, €npd uépoc, mpoataaia and ewg.

65 mL HDPE without desiccant, or a suitable light-/moisture-protective source container. 15-25 °C, dry, protected
from light.

References: [1]
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MowoTikOG éAeyxoG / Quality control

Opotopopeia pécog 20 tuxaiwy povddwv Katd Ph. Eur. 2.9.5 kat éAeyXOL MEPLEKTLKOTNTAC/OVAOWY KATA TO
€L0IKS avaALTIKS MapdpTnua. Xpnotuonolodvtal Ta akplBry épla TNG EMAEYUEVNG MEPLEKTIKOTNTAC. TO MAAPEC
nopdpTNUO anatTe(Tal yla EKTEAEDN.

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.

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]

®0Aain / Storage

Meptéktng HDPE 65 ML xwp(G ENpavTikd i KATAAANAOC QW TOMPOCTATEVTIKOG/UYPACLOTPOCTATEVTIKAOC MEPLEKTNG
NG mNyNAG. 15-25 °C, Enpd uépog, npootacia and wc.

65 mL HDPE without desiccant, or a suitable light-/moisture-protective source container. 15-25 °C, dry, protected
from light.

References: [1]

A1aOeon / Dispensing

Xoprynon otnv akplBri cuvtayoypa@nuévn mMEPLEKTIKOTNTA. Mo LYPA&, XpPNoloToLioTE KATAAANAN
BaBuovopunpévn cbpLyya and Tov oTOUATOG: KaTaypAyTe 880N Kol ouxvETNTA Amd 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

KAapt@popukivn 250 / 500 mg - koydkLa

And Ttov oTOUATOG

Moodétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AcBeviig / 66on / ouxvéTnTOo:

®OA0EN: MepLékTng HDPE 65 ML xwpic ENpavtikd A KATAAANAOG QWTOMPOCTATEVTIKOG/LUYPACLOTIPOCTATEVTIKOG
NMEPLEKTNG TNG MNyrG. 15-25 °C, §npd pépog, npoatacia and ewg.

©eppokpaocia yla To BUD auTtAg tng naptidag:

Clarithromycin 250 / 500 mg capsules

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:

Storage: 65 mL HDPE without desiccant, or a suitable light-/moisture-protective source 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)

vl ¢ 14/10/2024 | PDF pp. 1-7; avaAvtikd napaptripate / analytical annexes | master formula | 2026-09-10
https://ansm.sante.fr/uploads/2024/11/12/20241104-monographie-clarithromycine-gelules-2.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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