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KAoBalaun 1 mg/mL - mOGLHO evalWPNHA

Clobazam 1 mg/mL oral suspension

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: 50 mL

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

KAoBaldaun, 6lokia 10 mg 5 &uokia / tablets
Clobazam 10 mg tablets

Oral Mix, éxnua g.s. ad 50 mL
Oral Mix vehicle

MNeprypag@n okevaopatog / Preparation description

Méouo evalpnua TNG avaypaedpevng obvbeang. To eOAA0 IWK 6ev 6ilvel mpodlaypaen
XPWHATOG/00UAG/LEWBOULG.

Oral suspension of the listed composition. The IWK sheet does not specify colour/odour/viscosity.

References: [1]

Apaon kaL xpron / Action and use

BevZoOLaleMVIKS QVTLEMANTITIKG: KATAOTOAN, e§ApTnon Kot kKivduVOG AVATVELOTIKAG KATAOTOANG, WOlwG UE
OTILOELON.

NAnpogopla ywa tn 6pactikh and emoruavon GAAOL MPOIGVTOC: BV TEKUNPLWVEL TN oTtabepdTnTa f Socoloyia
ouToD TOU YOANVIKOD OKELAOUATOG.

Benzodiazepine antiepileptic; sedation, dependence and respiratory-depression risk, especially with opioids.
Active-drug context from another product’s labelling; it does not establish stability or dosing of this compounded
preparation.

References: [2]

Mpobiaypagéc / Specifications

Agv 6lvovtal e16tkd aplBunTikd 6pla QC. Tomikd va KaBoploTolv OHOLOYEVELD, avadlaoTopd Kal KpLTripLla
anodéopevang.

No numerical QC criteria are given. Define local homogeneity, redispersibility and release criteria.
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References: [1]

®wg / Light

MNa to TeAkd okebaopa n nnyr opiCeL:
Kexplunopdxpwuo mAaoTikd eLaAidlo, mpootacia and ewg. WOEN. Aev SlveTtal aplOunTtikd e0pog Bepuokpaoiag.

For the finished product the source specifies:
Amber plastic bottle, protected from light. Refrigerate. No numerical temperature range stated.

References: [1]

Aépac kat o€eidbwon / Air and oxidation

Aev mapéxetal HEAETN 0EEWOWTIKAC 0TABEPOTNTAC TOL TEALKOD HiypaTog o0Te anaitnon adpavolc atudéoealpac.
Tnpeitatl 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

Agv d{veTal mMOooTIKS 6pLlo LEPOALTIKAG OTABEPATNTAG TNG CLYKEKPLHEYNG o0vBeonG. H moodTtnTta Kot moldtnTa
VEPOL 6ev PHETABAAAETAL aTd TN CLVTAYH.

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

References: [1]

Yypaoia / Humidity

Agv dlveTal aplBunTiké épLo oxeTikiG bypaoiag yla To TeEAKO okeDaopa. ATto@ebyovTtal SLaBpoxr MTPWTWY LAWY
KOl HETAPOPA CUUMUKVWHUATWY 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

AEV TEKPNPLOVETAL EMLTPENTH BEpUOKpaTlakr amdkAlon i KOKAOG KaTtdyuEnc/andyuEnc. O Bepuokpaaieg
MOPACKEVHC Kol QUAAENC avapépovTal oTa avtioTolya medla.

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

References: [1]

pH kaiL cupBatoéoTnTa / pH and compatibility

Aev op{ZeTal €d1kd €0pog pH TOL TEALKOD OKELAOTHATOG. Agv TipooTBeTAL PLOULOTHG 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 XwpeLloTH Tekunplwon.
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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 KAoBaZdaun, diokia 10 mg: 5 duokia / tablets.

¢ Oral Mix, éxnua: g.s. ad 50 mL.

OL dnAwpéveg popeEg/moldTnTEG avrjkouy aTnY akpLBr cbvbeon Tng MNYAG.

Identity and weighing basis:

¢ Clobazam 10 mg tablets: 5 diokia / tablets.

¢ Oral Mix vehicle: q.s. ad 50 mL.

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

References: [1]

Mpootacia epyalopévwy / Staff protection

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

Xelploteite Tn COyLoN Kot AstotpiBnon oe xwpo/dldtagn nov neplopi(Cel Saomopd Koviwy, e mpootacia
0POAANWY: 0 TUTOG AVATIVELOTLKAG pooTaciag kabopieTal and tn CuyKeKPLEVn £KOeON.

Mo xelpLopd tng emkivdbuvng 8paoTikAG: KATAAANAN agpllduevn dldta€n ouykpdtnaong, d0o Cebyn yovTLWY
xnueloBepamnelag motononuévng avtoxng Kat adlamépaotn nodtd piag xpriong: KAALYN HOAALWY/UTIOBNUATWY Kot
nP6aBeTn 0QPOAAULKA/MPOCWTLKA I AVATMVELOTLKH TPooTacia cOPPwva He TNV ékBean Kat Tov mivaka NIOSH.
XelpovpylkA pdoKa 6ev LTIOKABLOTA avamveLoTIKA pooTaoia.

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.

For hazardous-active manipulation use appropriate ventilated containment, double tested chemotherapy gloves
and an impervious disposable gown; hair/shoe covers and additional eye/face or respiratory protection follow
exposure and the NIOSH table. A surgical mask does not substitute for respiratory protection.

References: [11], [4], [5], [9], [10]
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ExTtipnon kivdovov / Risk assessment

H kAoBaldun neptdapuBdvetatl otov NIOSH List 2024, Table 2, PDF 6. 27, pe avamntuglakhi/avanapoywyLkn
TOEKOTNTA WG HéVO avapepduevo KpLTrhiplo. Anatte(tal Tomkr afloAdynon ékBeoanc.

ZuykekpLuévn mapTida avagopds: 50 mL. MpwTto cvotatikd: KAoBaddun, diokia 10 mg, 5 diokia / tablets. EAéyETe
aveEAPTNTA TN XNUIKA Hoper, TG HovAdeC Kal KABe KAludkwan mpv and Coywon.

Kplolo teAlkd xapaktnploTiké eival n enavadlaomnopd: opoyevonotjote mptv and vnodlaipean, eAEYETe okANpPO
{Cnua kat emaAnBebote 6Tl N BaBuovounuévn oTOPATIKA cUPLYYQ HETPE TOV anatToOHEVO OYKO XWP(G
anéppagn/aépa. H Slabyela 6ev e{val KpLTAPLO AMOdOoXAC EvaLWPHATOGC.

Kataypdyte yla Tnv Tomkr avdAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKeLa avolkTol
XELPLOMOD, MBAVEC 0600¢ €KBEONG KL AMOTEAETUATIKOTNTO TWY HETPWY eAEy)X0L. AuTd elval atolyela elgédouv
NG a€loAdynong- 6ev amnodibetal mMPOooXNUATIKOG TEAKOC BaBUdC KLwbEOvoU.

H kAoBaldun meptAapBdvetal otov MNivaka 2 NIOSH 2024. H Aslotp{Bnon/avauiEn ekBétel oe SpaoTIkh KOVL Kat
anattel 6ldtagn ovykpdTnong He KATGAANAO aeplopd, dladikaoia amopplmavong Kat xwploth dlaxeiplon
KataAo(nwv. AELoAoyrioTe avanopaywylkd Kivbuvo mpoowmtkold Kot dLaoTtavpoluevn MUéALVON.

KAoBaZdun: KATAOTOAR KOl AQVATIVEVOTLKY KATAGTOAN UE OMLOELd ] AAAQ KATAOTAATIKE, EEGpTNON KAl EMLK{VELYN
andtoun olakomn. Kataypdyte akpLBr] MEPLEKTIKOTNTA KAL AMOPOYETE AVEEEAEYKTN AAAAYT] CUYKEVTPWONG
METAED EMAVAANTITIKWY TOUPAOKELWV.

Inueio eAéyxouv amodéapuevong: delypa and avTMPooWNEVTIKA onuela Kat and tnv apyxri/TéAog MAApwWaOnC, e
kataypaen kabi{fnong r dlayxwplopol kat enavadlaonopdg. EAEyETe 6TL n npoPAendpevn Afjyn arnodidel Tnv
anoLtoOuevn moodTNTA: N EEWTEPIKH opolopop@ia uévn Tng 6gv amodelkvieL opolopopeia SPAOTIKAC.

Clobazam appears in the NIOSH List 2024, Table 2, PDF p. 27, with developmental/reproductive toxicity as the
only listed criterion. A local exposure assessment is required.

Reference batch: 50 mL. First ingredient: Clobazam 10 mg tablets, 5 diokia / tablets. 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.

Clobazam is in NIOSH 2024 Table 2. Trituration/mixing exposes staff to active powder and requires suitable
ventilated containment, decontamination procedures and segregated residues. Assess staff reproductive risk and
cross-contamination.

Clobazam: sedation and respiratory depression with opioids/other depressants, dependence and hazardous
abrupt withdrawal. Record exact strength and prevent uncontrolled concentration changes between repeat
preparations.

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

References: [11], [2], [3], [9], [10], [12]

ZuvOnkec mapaockevng / Compounding conditions

Mpw and avdulgEn: Tavtonoinon xNUIKAG HOPPAC Kot apTidag kABe cuaTaTIKOD, KaTaypaPr] BEWPNTIKWY
MOCOTATWY KAt EAEYX0GC KaBapldTNTAC TOL EEOMALOMOD. OL BEpUOKPAOlEG Kal N oelpd MPoodrKNG elval AVTEC TNC
MopaKkATW 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

Aldpkela otnv nnyr: H nnyr 6nAwvel otabepdtnta 91 NUEPWY LTS TLG MAPATIAVW CLVORKEG.

NeplAnyn: evatwpipata KAoBaldung 5 mg/mL and npwtn OAN/dLokia ATav XNUIKE Kot pUOLKE otaBepd emi 56
NUéPEC atoug 4/25 °C. H meplekTikdTNTA KOt To cboTnpa Stagépouv and to napdv 1 mg/mL o€ Oral Mix. H
dnuooievon 2016, DOI 10.1177/1060028015617278, evtonioTnke XWPI(G MPOOBACIUO TEPLEXOUEVO
AMOTEAEOUATWY: BEV YpnoLHomole{Tal yla ekxwpnon 91 NUEPWVY.

EmAEYHEVOG YEVIKOG KavOvaG: €wG 35 nuépeG yia LOATIKA HOPPH HE KATAAANAO cOOTNUA OLVTAPNONG TNV TEALKHA
obvBeon Kat pH. Xpnowdornotjote 20-25 °C, i 2-8 °C pévo étav n nnyr to enmttpénel/anottel Kat N popen
MoPAUEVEL KATAAANAN. Aev entapke( N ovopaaoia evdc ouvTnENTIKOL €4V aLTO €xel apalwbel, adpavorotndel
HeTa@ePBel o GAAN pdan.

To 6plo BLRALOYPAPLKAC ava@opdc TnG napoloac ékdoong lval n cuvtopdTteEPn HETAELD TNG Mapandvw SldpKeLag
MNYAC Kal Tou yevikol oplov. MNa napdtaon anatte{tal Tekunpiwon mov KAADTITEL
OpPaOTIKA/EKBOYQ/MEPLEKTIKOTNTA, MEPLEKTN, Beppokpaaia, HEBOBO EVBELKTLKY OTABEPATNTAG KaL, YL LOATIKA
EMEKTAON, TNV AMALTOOMEVN HikpoBLloAoyLkr Tekunpiwon. Epapupootéa enionun USP-NF povoypagia agloAoyeital
XWPLoTd oto MAAPeC Ke{eVS TNG.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and mapaokevr + emAeyUévn dldpKela, AREELC MPWTWY
LAWY KoL TuXGY CLUVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog HeETA To dvolyua dev mapatelvel To cLVoAlké BUD. H
TEALKA NUEPOUNVI{O CUUMANPWVETAL YL TN CLYKEKPLEVN TIOPTIBA HETE TOUG EAEYYOULC.

O yevikdG kavédvag anoteAel ouvTNPENTLIKS dpLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTtidac. H katnyopla cuvdéeTal he TNV TEALKA oOVOEON, TN cuVTAPNON KAl TG EMTPENOUEVEG BEpUoKkpaaiec. H
TWUA aw 6gv MPoKOMTEL amnd To MOGoaTO VEPOUL H TNV AMWAELX KATA TN Efpavan. MNa tekunpiwaon xpnoluonotiote
SOP-014 kot F-006- yia €16ikr} aw, SOP-017 kat F-012.

H USP 6ev amnattel pétpnon aw oe k&Be pn otelpo napaockebaopa. H tekunpuwuévn tagvdunon tng
OLYKEKPLPEVNG o0vBeong unopel va xpnaotpomnotle{tal wg odnydc: KataypdeeTal pntd wg ekTinon Kat XL WG
péTtpnon. Apei{BoAn rj oplakr Tagwéunon anattel 0Ltkd TEKPAPLO A KATAAANAN HéTPNon. H nuepounvia TeAkol
okevdopaTog 6ev vepPBaivel Tn SlaBéoiun NUEpouNvia TwWY ABN MAPACKEVATUEVWY CLOTATIKWY/BAOEWY, EKTOG Qv
€xeL voBeTNBel enapkrg 61K TekUNPlwon yla TNv akpBr] TeAk obvbean.

Period reported by source: Source states 91-day stability under those conditions.

Abstract: clobazam 5 mg/mL suspensions from bulk drug/tablets were chemically and physically stable for 56
days at 4/25 °C. Strength and system differ from this 1 mg/mL Oral Mix formula. The 2016 paper, DOI
10.1177/1060028015617278, was located without accessible results and is not used to assign 91 days.

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 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.

References: [1], [6], [7], [8], [11], [13]
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Mpoamairtovpeva / Prerequisites

Agv anotteltal xwploth BAoN PE KWOLKS HNTPWOUL. TuxOv gunoptkd dxnUa MAPAUEVEL TO AKPLBEC KATOVOUALOUEVO
npotév tou nivaka.

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

References: [1]

EEomAlonog / Equipment

Zuyo6¢ KaTtdAANANG eAdxlotng C0ylong, youdi/omepog i opoyevonolnthc, 6oxela avaulEng, ondTouvAeg,
BepudueTpo dTav vnidpyeL B€puavan, dpyava oykopéTpnong yla moodtnteg 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

NelotpBriote ta Slokia. AlaBpéEte pe mepimov 10 mL oxrfjuatog Kal ogoyevomolote o€ ndota. MNpoobéote
oTadlakd OXNUA, HETAPEPETE OE OYKOUETPLKO TIEPLEKTN KOl CUUMANPWOTE OTOV TEALKO GyKo. Avapui§Te Kat
OLOKEVLAOTE.

Pulverise tablets. Levigate with about 10 mL vehicle, dilute progressively, transfer to a graduate and make to final
volume. Mix and package.

References: [1]

Napatnpnocig / Observations

®OANO IWK 02/04/2019- 0 dnudoLlog KaTtdAoyoc SnAwvel avadewpnon évavtt NAPRA. H avagepduevn otabepdtnta
bev 1ooduvapel e eykekplpévo tomikd BUD. Atatnpriote to akplBEG dxnua Kat a&LloAoyrjote TNV TeKUnpiwon.

IWK sheet 02/04/2019; public index reports NAPRA review. Stated stability is not an approved local BUD. Retain
the exact vehicle and assess supporting evidence.

References: [1]

MeplékTnG KaL ovokevaoia / Container and packaging
dalok{Tpvn MAACTIKA QLEAN.
Amber plastic bottle.

References: [1]

MoloTik6¢ éAeyxocG / Quality control

Agv 6{vovtal eldlkd aplBunTikd dpla QC. Tormikd va KaBopLaToOY OUOLOYEVELD, avadlaomopd Kol KpLThpLa
anodéapevong.

H uéBodog, to 6pLo anodoyrg, N MPAYHATLKA TIUA KAl 0 EAEYKTHG KataypdeovTal xwplotd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavdAnyn eAéyxwv xpeldletal
aLTloAdynon.

No numerical QC criteria are given. Define local homogeneity, redispersibility and release criteria.
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], [12]
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®0Aa&n / Storage
Kexplunopdxpwuo mAaoTikd eLaAidlo, mpootacia and ewg. WOEN. Aev SlveTtal aplOunTtikd e0pog Bepuokpaoiag.
Amber plastic bottle, protected from light. Refrigerate. No numerical temperature range stated.

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

KAoBaZdun 1 mg/mL - Moo evatwpnua

Amné touv oTtéuaTOog

Nocétnta: _ Noaptiba:

MNapaokevdotnke: _ XpAon éwg:

AgBeviig / 86on / ouyvéTnTOo:

DOAOEN: Kexplunapdyxpwuo NMAACTIKO QLaAidLo, mpootaoia and ewc. WOEN. Agv dlveTal apltBunTikd €0poC
Bepuokpaoiac.

AvakwnioTe/enavadloonelpete KOAG pwv and xpron.

©epuokpaoia yia To BUD autAg tng naptidag:

Clobazam 1 mg/mL oral suspension

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:

Storage: Amber plastic bottle, protected from light. Refrigerate. No numerical temperature range stated.
Shake/redisperse well before use.

Temperature for this batch BUD: __

References: [1]

v9_controls / v9_controls

To apBunTikd épLo oto apyeio eivat pévo épLo BLBALOYPAPIKAG ava@opds uTtd TLG £LOLKEG TIpoDTOBETELG. AEv €XEL
optotel BUD nmpaypaTikig mopTtidacg kat 6ev éxouv napaxdel petprioelc aw. H akplBrig obvbeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TIPETEL val EYKPLOODY YL TH OUYKEKPLUEVN
epapuoyr. H évap&n touv vmoAoylopol BUD eival n évapEn tng napaokevic. Epapudletal To GUVTOUSTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO BLdpKeELOG HETA TO dvolyua. Ta dplta USP gi{val texvikd mAaiolo kot dev
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.

AVEEGPTNTN EAANVLKA KOl ayYALKH anédoon/opydvwon otolxelwy TNG avaeepdpevng nmnyng. Aev anoteAel enlonun petdepaon fj €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] IWK Health - Pharmacy, institutional compounding formula

02/04/2019 | PDF pp. 1 | master formula | 2026-09-10
https://www.dir.iwk.nshealth.ca/Content/cf/2a562325-3b8b-485e-96f5-6d255b8df4ac.pdf?v=6blde42c-96ee-4a02-b06a-42a03859b25e
[2] DailyMed / NLM: CLOBAZAM SUSPENSION [SUN PHARMACEUTICAL INDUSTRIES, INC.]

SPL published Jul 15, 2026 | Indications / warnings / pharmacology | Active-drug clinical warnings and pharmacology only; not the
compounded formula, starting-product interchangeability or stability | 2026-09-10

https://dailymed.nIm.nih.gov/dailymed/druginfo.cfm?setid=fd1e63bf-496c-427c-83b7-6acabc00a5e5

[3]1 NIOSH List of Hazardous Drugs in Healthcare Settings, 2024

AwoBéotpo kelpevo / Retrieved text | PDF pp. 1-40 | raw material or occupational | 2026-09-10
https://www.cdc.gov/niosh/docs/2025-103/pdfs/2025-103.pdf

[4] PN/L/PG/002/00 INDUMENTARIA

AwoBéotpo kelpevo / Retrieved text | PDF pp. 1-5 | general staff protection | 2026-09-10
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