ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

AwaCo&eidn 10 mg/mL — mMOOIMO EvalWPNHaA
Diazoxide 10 mg/mL oral suspension
CGR-CA-003 « 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 « 13/06/2017

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 vnoAoylopo0 / Formula basis: 100 mL

A/  ZvoTatikoé / Ingredient MoooéTnTa Movabéa
A Quantity Unit
No
1 Awao&eidn, kaydkia 100 mg 10 KoK
Diazoxide 100 mg capsules /
capsules
2 Oral Mix, éyxnua g.s. ad 100 mL

Oral Mix vehicle
Mnyn obvBeong: [1]. g.s. = enapkri¢ moodTNTA * ad = PéXPL TEALKO oOVOAO. Agv peTaTtpénovtatl avbaipeTa g oe mL.
Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.
MepLypagn okevaopatog / Preparation description

Moo EvaLWPNUA TNG avaypaeduevng obvBeanc. To pUAAO IWK dev 6ivel mpodlaypaer
XPWHATOG/00UAG/LEWEO0UG. [1]
Oral suspension of the listed composition. The IWK sheet does not specify colour/odour/viscosity.

Apaon kaiL xpRon / Action and use

AVTLUETWTILON LTEPLVOOVALVOLULKAG LTTOYAULKOLUIOG.
MNAnpogopia ywa tn dpactikh and emoripavon GAAoL TPOIOVTOG: BEV TEKUNPLWVEL TN oTaBepdTNTA 1
5oooAoyia avTol Tou YaAnvikol okevdopaToc. [2]
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Management of hyperinsulinaemic hypoglycaemia.
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 glaiiblo, npootaaia and ¢wc. WOEN r Bepuokpaaia dSwuatiov. Asv dilvetal
apLOUNTIKS ebpog Bepuokpaaiag. [1]

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

EvaioOnoia otov aépa / Air

Agv TEKUNPLWVETAL €L8IKS oToLyelo oTLG TINYEC oL e€eTdoTNKOV. ATTaLTE(TAL CUPTARPWON TIPLY aTO TOTILKA
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.

EvaioOnoia oto vepo / Water

A&V TEKUNPLWVETAL £BLKO oTOoLXE(DO OTLG INYEC oL €EeTdoTNKAVY. AatTe(TOl CUUMARPWON TPV amd TOMLKA
éykplon, epbéoov elval KpIoo yla Tn oLYKEKPLUEVN apaokevr. [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 TeEKUNPLWVETAL £L61KS oToLye(o 0TI INYEC MOV €€eTAOTNKOV. AMALTE(TAL CUUTIAIPWON TPV ATO TOTILKI
€ykpLon, epoéoov elval KP{OLO yLa TN OLYKEKPLUEVN TtopaoKeLr. [1]

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

EvaioOnoia otn Osppokpacia / Temperature

Agv TeKuNPLWveTal el81KS otolyelo 0TI NYyEC mov e€eTdoTnKOv. ANaLTe(TAL CUPNAPWON TPV ATO TOTILKA
€ykplon, epbdoov elval Kp(olo yla Tn oLYKEKPLUEVN apaokevh. [1]

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

EvaioOnoia og pH / pH

Agv TEKUNPLWVETAL €LOLKO oToLXE(O OTLG TINYEC oL EeTAoTNKAVY. AtatTe(TOl CUUMARPWON TPV aTd TOTILKA
éykpLan, epoéoov elval Kp{OLWO yLa TN OLYKEKPLUEVN TtapacKeLr. [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

Agv TeKUNPLWvEeTaL £61KS otolyelo oTLg NYEC Tov e€eTdoTnKOv. ANaLTe(TAL CUPNAPWON TPV ATO TOTILKA
€ykplon, epdoov elval Kp(olo yla Tn oLYKEKPLUEVN apaokevn. [1]

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

ZuvOnkec MapaokKeVNG / Preparation conditions

TnpolvTal n oelpd mPoodrikng, N BepUoKpacia Kat oL xpdvol ov avapépovTtatl oTn Aladikaoia
Mapaokevnc. H 161K povoypagia 6ev amoteAel mMARpN HEAETN KATAAANASTNTAC TOL TOTILKOV
XWpov/eEomAlopo. [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@uAad&eilc mpoowmnikoL / Staff precautions

Agv mpoodlopiCovtal mAripn MAM yia tn ovykekpLuévn eépuovAa. EmAEETE yavTia, mpooTaoia oeBaAUWY
KoL HETpa TEPLOPLOUOL €kBeoNG amd Ta SDS Twv akpLBWY LAWY Kal TNy TomkA ekt{pnon Kwdovou.
ZUUMANPWHATLKO YeVIKO MAai{olo AEMPS: kaBapr HOKPLUAVLIKN epyaoTnplakr evbupaaia, KAALYN MAAALWY
KOl AMOKAELOTIKA LITOSAMATA/TIOSoVAPLA. ZE XELPLOKO KOVLWV AMALTOUVTAL KATAAANAN pooTaoia
MOTLWV/ovamvonig: Ta Yavtia aAAdlouv he dpaotnplétnta A Bopd. H emAoyr TOMOL/vALKoD yiveTal amnd
SDS kat ekt{unon kwdovou. [1, 3]

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 kivéovoou / Risk-assessment inputs

Agv TekPNpLveTal MARPNG €8k Tagvéunon kwdivou yia avth TtTn POpuovAa. EEeTtdoTte SpaocTtikdTNTA,
okévn/agpdAvua, aAAepyloyoéva, SLAAVTEC, HLKPOBLOAOYLKO K{vBuvo Kal empudAvvon Baosl Twv
TMPAYHUATIKWY LAWY Kal Tng dladikaaiag. H anovoia emtoruavong v anuaivel anovaia kwwdoivou. [11]

A complete formula-specific hazard classification is not established. Assess potency, dust/aerosol, allergens,
solvents, microbial risk and cross-contamination using the actual materials and process. Absence of a flag does
not establish absence of hazard.

Tekpunpiwon didpkelag xpRong / Evidence for beyond-use period

H ninyr dnAwvel otabepdtnTta 90 NUEPWVY LTS TIC TMAPATIAVW CLVOAKEG.

H Sldpkela tng mnyric agopd tnv akpLBr) cbvbeon, néBodo Kal ovokevaaia tng. Asv elval nuepounvia
MENG avTAg NG MapTidag olTe peTAPEPETAL O AANO €kBoyo/meEPLEKTIKOTNTA. H payaTIkA NLEPOUNnvia
vnoAoy(Cetatl 0To KEVS QUAAO ekTéAEONG. [1]

Source states 90-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.
EEapTwpeveg Baocelg / Required bases

Agv opiTetal xwploth eEaptwpevn Bdon otov nivaka eEaptrioewv. EAEyETe TuXdV EUMOPLKE
oxAuoTa/obvleTa €kdoya TNG oLVTAYAG. [1]

compounding.gr CGR-CA-003 | 3



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

EvbelkTIKOG eEomtALOMOG / Indicative equipment

EvBelKTIKOG KATAAOYOC TIOL MPOKOMTEL amd TN HEB0S0: ZLYOG KATAAANANG BLAKPLTIKAG LKAvOTNTAC,
MeplékTeg Kal dpyava avauLENG ouuBaTd Ue Ta LALKE, EEomAlopdc mARpwong Kayakiwv. H
enmAoyi/kataAAnAdTnTa oplCeTal Tomkd. [1]

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

Aladikaoia mapaokevic / Preparation procedure

Avol(Ete Kal AstoTtplBrioTe To nepLexOpeVo Kayakiwv. AlaBpéEte pe nepimov 10 mL oxrHaTog Kat
opoyevormnoljote o€ ndota. MpooBéote otadlakd dxnua, HETAPEPETE OE OYKOUETPLKO TTEPLEKTN Kall
OLUMANPWOTE 0TOV TEALKS 6yKo. AvauiETte Kal ovokevdoTe. [1]

Empty capsules and pulverise contents. Levigate with about 10 mL vehicle, dilute progressively, transfer to a
graduate and make to final volume. Mix and package.

NMapatnpnocic / Notes

®OAMNO IWK 13/06/2017- 0 6npdoLlog katdAoyog dnAwvel avaBswpnon évavtt NAPRA. H avagepduevn
oTaBepdTNTA 6EV LoOBLVAUE( HE EYKEKPLUEVO TOTLKG BUD. AtatnprioTte To akplBEc dxnua Kal aEloAoyNOTE
TNV tekunpiwaon. [1]

IWK sheet 13/06/2017; public index reports NAPRA review. Stated stability is not an approved local BUD. Retain
the exact vehicle and assess supporting evidence.

Zuokevaoia kaL VALKa / Packaging and materials

datok{tpvn MAASTIKA ELAAN. [1]

Amber plastic bottle.

Ynodewypa eTikétag / Label specimen

Alafo€e(dbn 10 mg/mL — néoluo evalwpnua

MNeplekTikOTNTO/MAPAAAQYH: Moogétnta:
NoapTida: Noapaokevn: Xprion €wg:
Ané touv otéuatog / Oral use

AoocoAoyla/odnyleg:

dOAaEN: Kexplunapdxpwiuo MAAoTIKS pLaAidlo, mpootacia and pwg. WOEN i Bepuokpacia Swuatiov. Agv
dlveTal aplBunTiké e0pog Bepuokpaaoiac.
Avakviote npw and tn xprion. [11]

Diazoxide 10 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 or room temperature. No numerical
temperature range stated.

Shake before use.

M£0obol eAéyyov / Quality-control methods

Agv 6{vovTtal el61kd aplOunTikd épta QC. Tomkéd va KaBoploTolv OUOLOYEVELN, avadLaoTopd Kal KpLtrhipLla
anodéapevong. [1]

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

Kexpunopoxpwuo mAacTikd glaAidlo, npootacia and ewc. WOEN ) Bepuokpaoia dwuatiov. Agv dlvetal
apLOUNTIKS ebpocg Bepuokpaciag. [1]

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

Eldikég 0bnyieg 61aOeong / Dispensing instructions

Agv TeEKUNPLWVovTOL ETLMAE0V L6LKEG 06Nyleg Mépa amd TNV 086, TN EUAAEN KaL TG MapaTnPEiCELC TNG
TMNYAG. ZLUPTNANPWVYOVTAL aoBevic, doooAoyia kat 0dnyiec ocbpewva pe tn ovvtayn. [1]

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

BiBAloypa@ikéc ava@opéc / References

[1] IWK Health — Pharmacy, institutional compounding formula. 13/06/2017 PDF pp. 1. B2. EAeyyog / Checked 2026-09-10.

https://www.dir.iwk.nshealth.ca/Content/cf/947e74d3-a960-4e25-ac53-9c7a535ea886.pdf?v=597d3b96-0d7a-45f3-8a18-bf2c
dc84422e

[2] DailyMed / NLM: DIAZOXIDE SUSPENSION [PAR HEALTH USA, LLC]. SPL published Aug 10, 2026 Indications / warnings /
pharmacology. C1 context only. EAeyxoc / Checked 2026-09-10.

https://dailymed.nlm.nih.gov/dailymed/druginfo.cfm?setid=abe317a5-6c63-469c-89c8-9fedfe859c3d
[3] PN/L/PG/002/00 INDUMENTARIA. AtaBéotpo kelpevo / Retrieved text PDF pp. 1-5. Al. EAeyyog / Checked 2026-09-10.

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

OL avaAUTIKEC HéBOBOL ouvoyi(CovTal. MNa ekTEAETN amALTOOVTOL TA TARPN MOPATEUNOPEVA KEQAALA,
avTdpaoThpLa Kol KPLTAPLA KATAAANASTNTAC CLOTAUATOG.

Analytical methods are summarised. Execution requires the full referenced chapters, reagents and
system-suitability criteria.
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https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=abe317a5-6c63-469c-89c8-9fedfe859c3d
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf

®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

compounding.gr CGR-CA-003 | 6



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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