ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

®AovkvTooivn 50 mg/mL — mOOLHO evalwpnua
Flucytosine 50 mg/mL oral suspension

CGR-FR-032 * Ekboaon / 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.

EIAIKEZ 2YNOHKEZ — nmpoanatte{tal n eykatdotacn/npootacia Tng mNyng.
SPECIAL CONDITIONS — source facility/protection requirements are prerequisites.

®AovKUTOCO(VN: ELBLIKA EYKATACTOON/TIEPLOPLOUOG €KOEO NG TNG TINYHG MTPOATIALTOOVTAL.
EEw@UuANO: evnuépwon 30/06/2022 aAAd ypappn validation 30/06/2023. H diagopa
KaTaypd@eTal KaL 6gv SopbwveTal olwmnpd.

Flucytosine: source specialist facility/exposure controls are prerequisites. Cover states update 30/06/2022 but
validation 30/06/2023. Difference logged without silent correction.

Mnyn / Source: ANSM — Monographie de préparation magistrale (outside Formulaire national) « Al ¢ Mise a jour 30/06/2022;
aovuewvia nuepounviag eEweVANoL / cover-date discrepancy

AeATtio Tekunplwong mpog tomik emoTnUovikh €ykplon. Agv amnoteAel emkupwpévn odnyla
anodéopevong napTidag.

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

dappakoTeXVIKN popen / Dosage form

MNéaoLpo evalwpnua

Oral suspension

AAAeg ovopaoieg / Other names

ANSM — Monographie de préparation magistrale (outside Formulaire national)
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Zuvtayn / Master formula

Bd&on vnoAoylopo0 / Formula basis: 30 mL

A/ ZuoTatiko / Ingredient MoooétTnTa Movabda

A Quantity Unit

No

1 Ancotil, dioki{a pAovkuToaivng 500 mg 3 SLokia /
Ancotil flucytosine 500 mg tablets tablets

2 Ora-Blend g.s. ad 30 mL
Ora-Blend

Mnyn o0vBeong: [1]. g.s. = enapkrig moodtnTa - ad = pé€xpL TEALKS oOvoAo. Agv peTaTpénovTal avbaipeta g o mL.
Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.
Meplypagn okevaopatog / Preparation description

Opoloyevéc LIOAELKO evatwpnua. [1]

Homogeneous whitish suspension.

Apaon kai xpAon / Action and use
AvTiguknTIaokO. [11]

Antifungal.

Mpodlaypagéic / Specifications
pH 4-5- neplektikdTNTa 90-110%. MpPLv and rotor/stator, n nmnyr avaeépel 95% owpaTdlwy 56-224 um.
Ot utdAoLTEG BOKLUEG OUOLOYEVELAG/HEYEBOULG EAEYYXOVTAL OTO TMTPWTOTULTO. [1]

pH 4-5; assay 90-110%. Before rotor/stator treatment, source reports 95% of particles at 56-224 um. Check the
original for remaining uniformity/particle-size tests.

ZuvOnKkeg KalL mpo@uAa&elg / Conditions and precautions

Ta otolyelo MPWTWY LAWY 8gV cLUVLOTOOY PEAETN 0TABEPSTNTAG TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» §EV onuaivel «oTaBepd» 1 «aTPAAES>.

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

EvaioOnoia oto @wg / Light

MNa 1o TeEAkd okebaopa n Ny oplCeL:
Kexpunoapdxpwuo Yool Tomov Il ye katdAAnAo nwua, 15-25 °C, npootacia and ¢wc. [1]

For the finished product the source specifies:
Amber type Il glass with suitable closure, 15-25 °C, protected from light.

EvaioOnoia otov aépa / Air

AEV TEKUNPLWVETAL £8LKO oTOLXE(DO OTLG TINYEC oL €EeTAoTNKAVY. AatTe(TOL CUUMARPWON TPV amd TOMLKA
éykplon, epbéoov slval KpIoo 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 oto vepod / Water

Agv TEKUNPLWVETAL £L8IKS oToLye(o 0TI INYEC TTOL €EETAOTNKOV. ANALTE(TAL CUUTIAIPWON TIPLY ATO TOTILKN
€ykpLon, epdéoov 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.
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EvaioOnoia otnv vypacia / Humidity

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.

EvaioOnoia otn Osppokpacia / Temperature

Mo to teAlkd okebaopa n Ny oplCeL:

Kexptpunopdxpwuo Yool Tomov Il pe katdAAnAo nwua, 15-25 °C, npootacia amnd ¢wc. [1]
For the finished product the source specifies:

Amber type Il glass with suitable closure, 15-25 °C, protected from light.

EvaioOnoia o pH / pH

Mpodlaypa@r] ToL CUYKEKPLUEVOL OKELATATOG, 6xL e0pOC anodedelyuévng otabepdTnTaC:

pH 4-5- neplekTikOTNTA 90-110%. MpLv amd rotor/stator, n Ny avaeépel 95% cwuaTdlwy 56-224 um.
Ol vniéAouneg 6OKLUEC opoLoYEVELOAG/HEYEBOLG EAEyxOoVTAL OTO TPpWTOTLTO. [1]

Specification of this preparation, not a demonstrated stability range:

pH 4-5; assay 90-110%. Before rotor/stator treatment, source reports 95% of particles at 56-224 um. Check the
original for remaining uniformity/particle-size tests.

AAAec aovppBatoTnTeG / Other incompatibilities

Agv TEKUNPLWVETAL €LOLKO oToLXElo OTLG TINYEG oL €EeTdoTNKAVY. AtatTe(TOl CUUMARPWON TPV aTd TOTILKA
€yKkplon, epéoov elval KpIoHo yla TN oLuyKeKPLUEVN Mapaokevr. [1]

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

Eld1kéc MAnpogopicc ocvoTaTikWy / Ingredient-specific information

Agv TeEKUNPLWVETAL €L8IKS oToLyelo oTLG TINYEC oL e€eTdoTNKOV. ATTaLTE(TAL CUPTARPWON TIPLY ATO TOTILKA
éykplon, epbéoov elval KPIOo yla Tn oLuyKeEKPLUEvN mapaokevr. [1]

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

ZuvOnkec mapaockevng / Preparation conditions

Tnpolbvtal n oelpd mpoabrikng, N Bepuokpacia Kat ol xpdévol mov avagépovtatl otn Aladikaoia
Napoaokevnig. 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&eic mpoowmnikoL / Staff precautions

Agv mpoodlopiCovtal mAfpn MAIM yla tTn ovykekpLLEVN @OpHoLAa. EmAEETE yavTia, mpooTaoia 0eBaAUWY
Kol HETpa EPLOPLOPOL €kBeonG amd Ta SDS Twv akpLBWY LAWY Kal TNV TomKA ekt{unon kKwdovou.
ZUUMANPWHATLKO YEVIKS TTAa{olo AEMPS: kaBapr HaKPLUEVLIKN epyaoTnplakr evBupaoia, KAALYN LAAALWY
KOL OTOKAELOTIKA vTtodripaTa/modovdpla. Ze XELPLOPO KOVLWVY amattoivTal KaTtdAANANn npootacia
HOTIWV/avamvorig: Ta yavtia aAAdlouvv pe Spaoctnplétnta rj pOopd. H emAoyr) TOMou/vALlkoD yiveTtal and
SDS kat ekT{pnon kwodovvov. [1, 2]

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.
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ZTolxeia yua ava@idvon kKivéovov / Risk-assessment inputs

EIAIKH YNOAOMH: n nnyn anottel isolator § katdAANAn povédpopn por aépa o€ mepBaAAov Babuidag D
KOL ATTOKAELOTIKG €EOTMALOMS. AnAwveL avamapaywyLkh Togikdtnta katnyopiag 1B (H360). AnatteiTal
a&loAdynon npootaciag xelploth/meptBdAAovtoc. MpdKettal yia un otelpo néoLuo npoidv.

O eldikol 6pol TNG Ny mpoamnattolvTal: 6ev enapkel yeVIKG @OAA0 COylong fj cuvABNC MAYKOG
MOPOOKELWVY. [1]

SPECIAL FACILITY: source requires an isolator or suitable unidirectional airflow in a grade D environment and
dedicated equipment. It identifies reproductive toxicity category 1B (H360). Assess operator/environmental
protection. This is a non-sterile oral product.

The source’s specialist conditions are prerequisites; a general weighing sheet or ordinary compounding bench is
insufficient.

Tekpnpiwon duapkelag xpRong / Evidence for beyond-use period

H nnyr avaeépel 90 nuépeg yia TIC 6LkéG TNG OLVONRKEC MAPACKELHC KAl LEAETNG.

H 6ldpkela Ttng mnNyrig agopd tnv akplBr obvBeon, néEBodo Kal ouokevaaoia Tng. Asv elval nuepounvia
AQENG avTAC TNE MapTibag o0TE PETAPEPETAL O AAAO €KBOXO/MEPLEKTIKOTNTA. H MpayuaTik NuUEpounvia
vnoAoy(Cetatl 0To KEVO QUAANO ekTEAEONG. [1]

Source reports 90 days under its own preparation and study 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.

EEapTtwpeveg Baocelg / Required bases

Agv opiletal ywploth eEaptwuevn Bdaon otov nivaka eEaptricewv. EAEyETe TUXOV EUMOPLKA
oxrfnata/ocbvOsTa ékdoyxa TnG ouvvtaynic. [1]

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

EvbelKTIKOG eEomALOMOG / Indicative equipment

EvBelKTIKOC KaTdAoyog mou npokOmnTeL and tn HéBodo: Zuydc KATAAANANG SLaKPLTIKAG tkavdTnTag,
MNeplékTeg Katl Opyava avautEng ocupBatd pe Ta LALKE, lydilo kat Omepog. H emAoyh/kataAAnAdTnTa
op{Cetal Tomkd. [1]

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

Aladikaoia mapaokeviG / Preparation procedure

MeTd tnv Teknplwon NG anattoluevng €WBLKAG eykatdotaong, katd npotiunon tnv (dia nuépa:
ActotpBriote 3 Slokia pAovkvToaivng 500 mg ue amokAeloTikd tydlo/Onepo o€ KOVL <226 um und Tov
nepLoplopd ékBeong tng MNyrig. Metagépete o€ MePLEKTN, KATA potiunon otel{po plag xpriong.
MpooBéote Ora-Blend péxpt teAtkd dyko 30 mL. OpoyevomnoloTte Pe KATAAANAo epyaAe{o Slaomopdc, m.y.
rotor/stator. Zuokevdaote o€ KAoTAVOXPWHN YUAALYN @LEAN TOToL Il pe anapaBiaoTto BLOWTSO nWua. Agv
TekuaipeTal oTelpdTNTA TEALKOU TIpoidvToc. [1]

After qualifying the required specialist facility, preferably within one day: triturate three flucytosine 500 mg
tablets using dedicated mortar/pestle to powder <226 pum under the source exposure controls. Transfer to a
preferably sterile single-use container. Add Ora-Blend to a final volume of 30 mL. Homogenise with a suitable
disperser such as rotor/stator. Pack in an amber type Il glass bottle with a tamper-evident screw cap.
Final-product sterility is not established.

Mapatnpnoelg / Notes

EIAIKH YNOAOMH: n nnyr anottel isolator § katdAANAn povédpopn por aépa og mepBaAAov Babuidag D
KOL OTOKAELOTIKG €E0MALONS. AnAwveL avamapaywyLlki Togikdtnta katnyopiag 1B (H360). AnatteiTal
a&loAdynon npootaaoiag xeiplotr/neptBdAAovtoc. Mpdkettal yia un otelpo néoLuo npoidv. [1]

SPECIAL FACILITY: source requires an isolator or suitable unidirectional airflow in a grade D environment and

dedicated equipment. It identifies reproductive toxicity category 1B (H360). Assess operator/environmental
protection. This is a non-sterile oral product.
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Zuokevaoia kaL VALKa / Packaging and materials
Kaotavoypwun yudAivn eudAn tomov Il pe anapaBiaoto BlowTd nwua. [1]

Amber type Il glass bottle with a tamper-evident screw cap.

Ynodeiypa eTikétag / Label specimen

®dAovkvtoaoivn 50 mg/mL — néoo evalwpnua

MNeplekTikOTNTO/MAPAAAQYT: Moagétnta:
NoapTida: Napaokevn: Xprion €wg:
Ané touv otéuatog / Oral use

AocgoAoyla/odnyleg:

DOAAEN: Kexpiunopdxpwio yuaAl Tomov Il ue KatdAAnAo nwua, 15-25 °C, npootaoia and ¢wg.
AvaklvioTe mp and Tn xpHon.
MPOIXEAIO — 6yt eTikéTa anodéopevong. [1]

Flucytosine 50 mg/mL oral suspension

Strength/variant: Quantity:

Batch: Prepared: Use by:

Ané Ttov otépatog / Oral use

Dose/directions:

Storage: Amber type Il glass with suitable closure, 15-25 °C, protected from light.
Shake before use.

DRAFT — not a release label.

M£0obolL eAéyxou / Quality-control methods

pH 4-5- meplektikdTNTA 90-110%. OcwpnTikh WOoPWTIKOTNTA 1790-2423 mOsm/kg, éxL MPaAyUATIKS
anoTéAeopa naptidag. Mpw and dtaonopd 95% CWHATIOWY 56-224 um. Opolopopeia MEPLEKTIKOTNTAC
Ph. Eur. 2.9.6 6okiur B kat KATGAANAN néBodog USP- anatte{tal mpéoBacn ota mAfpn KepdAata. [1]

pH 4-5; assay 90-110%. Theoretical osmolality 1790-2423 mOsm/kg, not an actual batch result. Before
dispersion, 95% of particles 56-224 um. Content uniformity by Ph. Eur. 2.9.6 test B and an appropriate USP
method; full chapters are required.

®OAa&n / Storage conditions
Kexplunoapdxpwpo YuaAl tomov Il pe katdAAnAo nwua, 15-25 °C, npootaocia and gwg. [1]
Amber type Il glass with suitable closure, 15-25 °C, protected from light.

Elb1kég 0bnyiec 61aBeong / Dispensing instructions
Agv TeKUNPLWVOVTOL EMMAE0V €8IKEC 0Onylec mépa amd TNV 066, TN PUAAEN KAl TIC MAPATNPACELG TNG
nNyn¢. TuunAnpwvovtatl aagbevrig, doooAoyia kal odnyieg ocOPWYA Ue 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] ANSM — Monographie de préparation magistrale (outside Formulaire national). Mise a jour 30/06/2022; aouugwvia
nuepounviag eEw@OAAov / cover-date discrepancy PDF pp. 1-5. Al. EAgyxog / Checked 2026-09-10.

https://ansm.sante.fr/uploads/2022/07/07/20220706-monographie-preparation-flucytosine-50-mg-suspension-buvable.pdf
[2] PN/L/PG/002/00 INDUMENTARIA. AtaBéotpo kelpevo / Retrieved text PDF pp. 1-5. Al. EAeyxog / Checked 2026-09-10.

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

Ol avaAuTikéG uéBodol ouvoyiCovTal. MNa eKTEAETN AMALTOOVTAL TA A PN TMAPATIEUNMOPEVA KEPAALA,
avTIdpaoTAPLa KOl KPLTHPLA KATAAANAOTNTOC CLOTHHATOC.

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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