ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

KAofBalaun 1 mg/mL — mOOGLHO EvaLWPNHA
Clobazam 1 mg/mL oral suspension
CGR-CA-002 « Ekboon / Version 4.0 * 10.09.2026

MpwTtoBouvAia GUAAOYAG LALKOD amd £€yKupeg MNYEG, wG Bdon ywa tn dnuovpyla EAANVIkoO formulary.
2TaoWwOC Xp. ZIKAALAC.

An initiative collecting material from authoritative sources to lay the foundations for a Greek formulary.
Stasinos Chr. Sikalias.

NOZOKOMEIAKO ®YAANO — woxVel pévo yLa Tnv akpLBr neptypa@déuevn advBeon kat amnaltel TomknA
a&LloAdynon.

INSTITUTIONAL SHEET — applies only to the exact described formula and requires local assessment.

Mnyn / Source: IWK Health — Pharmacy, institutional compounding formula « B2 « 02/04/2019

AeATio Tekunplwong MPo¢ TomLk emoTNUoVIKA €ykplon. Agv anoteAel emkupwpévn odnyia
anobdéauevong nopTidac.

Evidence worksheet for local scientific approval. It is not a validated batch-release instruction.

dappakoTeEXVIKN popen / Dosage form
MNéoLuo evalwpnua

Oral suspension

AAAeg ovopaoieg / Other names

IWK Health — Pharmacy, institutional compounding formula

Zuvtayn / Master formula

Bd&on vnoAoylopol / Formula basis: 50 mL

A/  ZvoTatikoé / Ingredient MoooéTnTa Movabéa

A Quantity Unit

No

1 KAoBagdpun, dokia 10 mg 5 SLokia /
Clobazam 10 mg tablets tablets

2 Oral Mix, éxnua g.s. ad 50 mL

Oral Mix vehicle
Mnyn oovBeong: [1]. g.s. = enapkrig moodTNTA * ad = PEXPL TEALKO OOVOAO. Agv peTaTtpénovtal avbaipeTa g oe mL.
Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.
Meprypagn okevdopatoc / Preparation description

Moo evaLpNUa TNG avaypapduevng obvBeang. To eUAAO IWK Sev 6ivel mpobdlaypaer
XpWuatog/ooprG/tEwdoug. [11]

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

Apaon kaiL xpRon / Action and use

BevZobLlalemvikd avTlEMANTTIKS: KATAOoTOAR, €EGPTNON KAl K{IVBLYOG AVATIVEVOTLKAG KATAGTOANG, WBlwg
ME OTLOELD.

MNAnpogopia yla tn dpaoctikh amnd emoriuavon GAAoL MPOIOVTOC: HEV TEKUNPLWVEL TN oTaBepdTnTa
SoogoAoyla auTtol Tov YaANVIKOU OKELAOUATOC. [2]
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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.

Mpodlaypagécg / Specifications
Agv dlvovTal eldikd aptBunTika épta QC. Tomikd va KaBopLoTolv OUOLOYEVELR, avadLaoTmopd Kol KpLTrpLa
anodéapuevong. [1]

No numerical QC criteria are given. Define local homogeneity, redispersibility and release criteria.

ZuvOnkec kKal mpo@uAaelc / Conditions and precautions

Ta otolxelo MPWTWY LAWY 8EV cLVLOTOOY HEAETN 0TABEPOTNTAC TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» BEV ONUAVEL «OTABEPO» 1] «ATPAAEC».

Raw-material information is not a finished-product stability study. “Not established” does not mean “stable” or
“safe”.

EvaioOnoia oto @wg / Light

Mo to teAkd okevaopa n Ny oplCeL:
Kexplunopdxpwpo mAaoTikd gLaAiblo, mpootaaoia and ewc. WOEN. Asv dlvetal aplBOuntikd e0pog
Bepuokpaoiag. [1]

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

EvaioOnoia otov aépa / Air

Agv TeEKUNPLWVETAL £L61KS oTolyel(o 0TI INYEC oL e€eTAoTNKOV. ANALTE(TAL CUPTMAPWON TPV ATO TOTILKA
€ykpLon, epoécov elval KP{OLO YL TN OLYKEKPLUEVN TtapaoKeLr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

EvaioOnoia oto vepd / Water

Agv TeKUNPLWveTaL £l61KS otolyel{o oTLg INYEC ov e€eTdoTnKOv. AatTte(Tal CUPNARPWON TPV ATd TOTILKA
€yKplon, epbdoov elval Kp(olo yla Tn OLYKEKPLUEVN apaokeLh. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

EvaioOnoia otnv vypacia / Humidity

Agv TEKUNPLWVETAL €LOLKO oToLXElOo OTLG TINYEG oL EeTAoTNKAVY. AtatTe(Tol CUUMARPWON TPV aTd TOTLKA
éykpLan, epoéoov elval Kp{OLWo yLa TN OLYKEKPLUEVN TtapaoKeLr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

EvaloOnoia otn Osppokpacia / Temperature

Agv TeKUNPLWVETAL €L8IKS oTolyelo oTLG TINYEC oL e€eTdoTNKOV. ATTaLTE(TAL CUPMARPWON TIPLY aTO TOTILKA
€ykplon, epbéoov slval Kp(oo yla Tn ouyKeKPLUévn mapaokevr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

EvaioOnoia og pH / pH

AEV TEKUNPLWVETAL £8LKO oTOLYE(DO OTLG TINYEC oL €EeTdoTNKAVY. AatTe(TOl CUUMARPWON TPV amd TOMLKA
éykplon, epbéoov elval KpIoo yla Tn ouyKeKPLUévn nmapaokevr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.
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AAAec aovppBatoTnTeg / Other incompatibilities

Agv TEKUNPLWVETAL £L81KS oToLye(o 0TI INYEC OV €EeTAOTNKOV. AMALTE(TAL CUUTIAI PWON TPV ATO TOTILKN
€ykpLon, epoéoov elval KP{OLO yLa TN OLYKEKPLUEVN TtapaoKeLr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

Eldikég mAnpogopiec ovoTatikwy / Ingredient-specific information

Clobazam 10 mg tablets: H kAoBadun nepthappdvetal otov NIOSH List 2024, Table 2, PDF o. 27, ue
avamTLELOKA/AVATIAPAYWYLIKA TOELKOTNTA WG HOVO avapepOuevo KpLTriplo. Anatteital tomkn agloAdynon
ékBeong.

MpdkeLTal yla eMAEYUEVA OTOLXE(O TWY TAVTOMOLNUEVWY CUOTATIKWY: OL OYXETLKEG evalabnoleg Kat
aovuBatoTNTEG €€ElBLkeboVTAL oTa avTioTolya nedia. Aev anoteAel MARpPeg SDS dAwv Twv LAWVY. [3]

Clobazam 10 mg tablets: 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.

These are selected facts for identified ingredients; relevant sensitivities and incompatibilities are detailed in the
corresponding fields. This is not a complete SDS for every material.

ZuvOnkec mapaokevnG / Preparation conditions

TnpolvTal N oelpd mPoadrikng, N BepUokpacia Kat oL xpdvol ov avagépovTtal oTn Aladikaoia
Napaokevnig. H g8k povoypapia dev anoteAel mAfpn HEAETN KATAAANASTNTAC TOL TOTILKOD
XWpov/egonALlopo. [1]

Follow the addition sequence, temperatures and times stated under Preparation Procedure. The specific
monograph is not a complete qualification of the local facility/equipment.

Mpo@uAd&sic mpoowtmikoL / Staff precautions

Agv poodlopiCovtal mAfipn MAM yia tTn ovykekpLEévn eéppovAa. EmAEETE yavTia, mpooTaoia 0@BaAUWY
Kot HETpa EPLOPLoPoL €kBeong amd Ta SDS Twv akpLBWY LAWY Kal TNV TomKA ekTt{unon kKwdovou.
ZUUMANPWHATLKO YEVIKS TTAa{olo AEMPS: kaBapr HaKpLUEVLIKN epyaoTnplakr evBupaoia, KAALYN LAAALWY
KOL OTOKAELOTIKA vTtodripata/modovdpla. Ze XELPLOPO KOVLWVY amalttoivTal KaTdAANAN pootacia
HOTLWV/ovamvonig: Ta yavtia aAAdlouvv pe Spaoctnplétnta rj gOopd. H emAoyr] TOMou/vALlkoL yiveTtal amnd
SDS kat ekT{pnon kwodovvov. [1, 4]

Complete formula-specific PPE is not specified. Select gloves, eye protection and exposure controls using the
exact materials’ SDS and the local risk assessment.

Supplementary AEMPS framework: clean long-sleeved laboratory clothing, hair covering and dedicated
footwear/overshoes. Powder handling requires suitable eye/respiratory protection; change gloves with activity
or damage. Select the exact type/material using SDS and risk assessment.

ZTolxeia yia avaivon kivéodvou / Risk-assessment inputs
H kAoBaldun nepthapBavetal otov NIOSH List 2024, Table 2, PDF 0. 27, He avamTUELOKA/QVATAPAYWYLKH
TOEKOTNTA WG HbvOo avapepdevo KpLtrplo. Anatte(tatl Tomkr agloAdynon €kBeang. [3]

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.

Texkpnpiwon duapkelag xpRong / Evidence for beyond-use period

H nnyr) 6nAwvel otabepdtnTa 91 NUEPWVY LTS TIC MAPATIAVW CLVORKEC.

H dudpkela tng mnyrig agopd tnv akplBr oovbeon, néBodo Kat cuokevaoia TnG. Agv elval nuepounvia
AAENG avTAC TNG MapTibag o0TE PETAPEPETOL O AAAO €KEOXO/MEPLEKTIKOTNTA. H MpayuaTik NUEPOUNVia
vnoAoy(Cetatl 0To KeEVO PUAANO ekTEAEONG. [1]

Source states 91-day stability under those conditions.
The source period applies to its exact composition, method and packaging. It is not this batch’s expiry date and
cannot be transferred to another vehicle/strength. Calculate the actual date in the blank batch record.
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EEapTtwpeveg Baocelg / Required bases
Agv opiCetal ywploth eEaptwuevn Bdon otov nivaka eEaptrioewv. EAEyETe TuXdV EUMOPLKE
oxAHoTa/obvBeTa €kBoya TNG SUVTAYAG. [1]

No separate base is identified in the dependency register. Check any commercial vehicles/compound excipients
listed in the formula.

EvbelkTIKOG eEomALOMOG / Indicative equipment

EvOelKTIKOC KATAAOYOC TIOL MPOKOMTEL amd TN HEB0S0: ZuYOG KATAAANANG BLAKPLTIKAG LKAvOTNTAC,
MeplékTeg KoL dpyava avauLENG ouuBaTd He Ta LALKA. H emAoyri/KataAAnAdtnta oplCetal Tomkd. [1]

Indicative checklist derived from the method: Balance of suitable resolution, Containers and mixing tools
compatible with the materials. Selection/qualification is defined locally.

Aladikaoia mapaockeviG / Preparation procedure

NAelotpBriote ta Slokia. AlaBpéEte pe nepimov 10 mL oxAUATOC KAl OUOYEVOTIOLHOTE OE TAOTA.
MpooBéote oTadLaOKA dXNUA, HETAPEPETE OE OYKOUETPLKO TIEPLEKTN KOL CUPMANPWOTE GTOV TEALKS dyKo.
Avaui€te kal ovokevdoTe. [1]

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

Mapatnpnoelg / Notes

®OAANO IWK 02/04/2019- 0 6nudolog kKatdAoyog SnAwveL avabBewpnon évavtt NAPRA. H avagepduevn
otaBepdTNTA dEV LooBLVOUE( e EYKEKPLEVO TOTILKO BUD. AtatnpioTte To akpLBEC dxnua Kat aELOAOYAOTE
TNV tekunpiwaon. [1]

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.

Zvokevaoia kat bALka / Packaging and materials

datokitpvn MAACTIKA QLAAN. [1]

Amber plastic bottle.

Ynodertypa eTikétag / Label specimen
KAoBagaun 1 mg/mL — nooLuo evalwpnua

MNeplekTikéTNTO/MAPAAAQYH: Moodtnta:
Naptida: Moapoaokevn: XpAon €wg:
Anod touv otéuatoc / Oral use

AoooAoyla/obnyiec:

DOAAEN: Kexpiunopdxpwio MAaoTIKS eLaAiblo, mpootacia and ewc. WOEN. Agv dlvetal aplOuUnTLiké €0pog
Bepuokpaoiag.

Avakiriote nipw and tn xpron. [1]

Clobazam 1 mg/mL oral suspension

Strength/variant: Quantity:

Batch: Prepared: Use by:

Ané Ttov otépaTog / Oral use

Dose/directions:

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

M£0obol eAéyyov / Quality-control methods

Agv 6{vovTtal el61kd aplOunTikd dpta QC. Tomikéd va KaBoploTolv OUOLOYEVELN, avadLlaoTopd Kal KpLTrhipLla
anodéapevong. [1]

No numerical QC criteria are given. Define local homogeneity, redispersibility and release criteria.
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®0AaEn / Storage conditions

Kexpunoapodxpwuo mAaoTikd glaAidlo, npootacia and ewc. WOEN. Agv SlveTal aplOunTiké e0POC
Bepuokpaoiag. [1]

Amber plastic bottle, protected from light. Refrigerate. No numerical temperature range stated.

Elbi1kég 0bnyiec 61aBeong / Dispensing instructions

Agv TeKUNPLWVOVTOL EMMAE0V €8IKEC 0OnYylec mépa amd TNV 066, TN PUAAEN KAl TIC TAPATNPACELG TNG
mNyN¢. ZuunmAnpwvovtal 0abevrig, doooAoyia kal 0dnyieg cOUPWvVA Ye TN ouvTayn. [1]

No additional special directions are established beyond the source route, storage and notes. Complete patient
details, dose and directions from the prescription.

BiBAloypag@ikég avagpopécg / References

[1] IWK Health — Pharmacy, institutional compounding formula. 02/04/2019 PDF pp. 1. B2. EAeyyoc / Checked 2026-09-10.

https://www.dir.iwk.nshealth.ca/Content/cf/2a562325-3b8b-485e-96f5-6d255b8df4ac.pdf?v=6blde42c-96ee-4a02-b06a-42a0
3859b25e

[2] DailyMed / NLM: CLOBAZAM SUSPENSION [SUN PHARMACEUTICAL INDUSTRIES, INC.]. SPL published Jul 15, 2026
Indications / warnings / pharmacology. C1 context only. EAgeyxoc / Checked 2026-09-10.

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

[3] niosh_hazardous. AlaBéoluo kelpevo / Retrieved text PDF pp. 1-40. Al. EAeyxog / Checked 2026-09-10.
https://www.cdc.gov/niosh/docs/2025-103/pdfs/2025-103.pdf

[4] PN/L/PG/002/00 INDUMENTARIA. AtaBéotpo ke{pevo / Retrieved text PDF pp. 1-5. Al. EAeyxoc / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_00
2_00.pdf

Ol avoAUTIKEG HEBOBOL uvoyiCovTal. MNa ekTEAETN amaALTOOVTOL TA TARPN MOPATEUNOMEVA KEQEALA,
avTBpaoTAPLO KOl KPLTAPLA KATAAANASTNTAC CLOTAUATOG.

Analytical methods are summarised. Execution requires the full referenced chapters, reagents and
system-suitability criteria.
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®0AMNo COyLonGg / Weighing sheet

Huepounvia napaokevrc / Preparation date:

Ta MAPaKEATW CUPMANPWYOVTAL ATé TOV POPHUAKOTIOL) Yla TN OLYKEKPLUEYN TapTiBa.

The pharmacist completes the following for the actual batch.

A/ ZuoTaATIKO OewPNTLKA Mova MapTida AAEN OANgG Zuyio0cioa Ynoypaen
A Ingredient moooTNTA oa OANg Expiry TMoooTNTA Signature
No Theoretical Unit Material lot Actual weight

qty

YmoAoyiopoi / Calculations

YTOAOYLOTIKG O@aApaTa Kal antwAeleg / Calculation errors and losses
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Kataypagn ektéAeong KaL antodéopevong / Batch execution and release

Hupepopnvia mapaockeAG Kal KwdIkoc mapTidag / Date and batch number

YTMoAoylopHoG npepounviag xpnong / Actual BUD calculation

MNapatnpnoelg eEKTéEAEONG Kal antokAioelg / Process observations and deviations

AnoteAéopata eAéyxwv Kat agloAéynon / QC results and assessment

KataAAnAotnta Baocel eEAéyxwv / Suitability based on results

YnevOuvvog pappakomolog kat vroypagn / Responsible pharmacist and signature
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