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®AouvkvTtooivn 50 mg/mL - méoIHO EvalWpPNHa

Flucytosine 50 mg/mL oral suspension

Mévo og eEeldikevpévo nAaiolo / Specialist setting only

OploTIKA oLVVTAKTIKA anoégaon / Final editorial decision

TeAkn povoypagia L8IKAC VOOOKOUELAKAG avapopds. Atatnpeltal n akplBAc poper) 6lokiov Kat o popéac TNG
nnyAc ANSM- GAAN pop@r, KAwouAa f popéag xpeldleTal xwploth agloAdynaon. OL analTACELS £L61KOD
nEPLBEAAOVTOG, MEPLOPLOPOL £KBEONG KAl ATIOKAELOTIKOU £E0MALOMOL amoTeAOUV OPOUG EQAPUOYAG KaL deV
motomnotobvtal and tTnv avdptnon. Ot 90 nuépeg otouvg 15-25 °C, ue mpootacia and To Pwe, KataypdeovTal we
odnyla tng mnyrg Kot Oxt w¢ anotéAeoua peAéTng Sikalias f avtépatn napdtaon USP. Aev ek6{detalt BUD
ETIKETA MPayPaTIKAG mapTidag and To site.

Final specialist hospital-compounding reference. Retain the exact source tablet form and vehicle; another dosage
form, capsule or vehicle requires separate evaluation. The source environment, exposure-control and
dedicated-equipment conditions are implementation requirements, not certified by publication. Ninety days at
15-25 °C protected from light is recorded as the source instruction, not a Sikalias study result or automatic USP
extension. The website does not issue an actual batch BUD or dispensing label.

Anaitovpeva tekpApla / Required evidence

Eykekplpévn Tekunpiwaon eykatdotaong Kat eEOMALOUOD £VvavTL TWY analTACEWY TNG NYAC, aEloAdynaon ékBeaoncg
yla H360, KaTtdAANAOG MEPLOPLOPAC KOVLWY, EKMAIBEVON TIPOCWTILKOL KAl EMAANOELUEVOC KOO PLOUEG.

Approved facility/equipment evidence against source requirements, H360 exposure assessment, appropriate
powder containment, staff training and verified cleaning.

Tavtonolnon akplBoic apyikod dlokiov, popéa, MaPTdWY, MEPLEKTN KL MWUATOG: AVTLOTO(XLON HE TNV TINYH Kal
TLXOV MARPEC 0OELODBOTOVUEVO AVAALTIKO KEQAAQLO TIOL £QapudlETAL.

Identity of the exact source tablet, vehicle, lots, container and closure; applicability to the source and any
required full licensed analytical chapter.

Mpaypatikl ava@opd eAEyxou MapTidac ue KATAAANAEC HeBSBOULC, EVTEPLKT OLOKELH KATAAANANG akp(BELag Kat
TekUNPlwon epapuooudTNTAC TNG EMAEYUEVNG BLAPKELQAG.

Actual batch test report with suitable methods, an appropriately accurate oral/enteral dosing device and evidence
applicability for the selected period.

KpitApLa kAswoipatog / Closure criteria

H ninyr ¢ntel pH 4,0-5,0, neplektikdéTnTa 90,0-110,0% KAl CUHHOPPWON OTOV EQAPHOCTED EAEYXO OHOLOpoPPlac.
To anoTEALOPATA KATAYPEPOVTAL WG MPAYHATIKE, pe pEB0dOo Kat umoypaer. H Bewpn Tk WOPWTIKOTNTA BEV
dnAwveTal wg péTpnon.

The source specifies pH 4.0-5.0, content 90.0-110.0% and compliance with its applicable uniformity test. Record
actual results, method and signature. Theoretical osmolality is not reported as measured.

Eykp{vovTtal Ta TekuipLa eykatdotaong, npootaociag Kot KaBaplopoU yla Tn ovykekpLlpévn epyaoia. H yevikn
onapén epyaotnpiov 1§ kabaprc nepltoxrc 6ev apkel.

Facility, protection and cleaning evidence is approved for this operation. The general presence of a laboratory or
clean area is insufficient.

H emAeypévn neplodog attiodoyeital Ywplotd yia tnv akplBr oovBean/meptéktn. Av emAéyetal To nAaiolo USP,
eAEYXOVTAL ALTOTEAWG oL Opol mapdtaong: n Sudpkela ANSM Sev amodelkviel aLTOUETWE cuuUdpewan USP.
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Justify the selected period for the exact formulation/container. If the USP framework is selected, assess its
extension conditions independently; the ANSM period does not automatically prove USP compliance.

MNedio epappoync / Scope

TeAkn ekbotikr} andgaon tng 14.10.2026. Aev amnoTeAE! TILOTOMOLNTIKO £PYOOTNPLAKWY ATMOTEAECUEATWY 1
anodéopevon mopTidac.

Final editorial decision dated 14 October 2026. This is not a certificate of laboratory results or actual batch
release.

Mnyéc kat mapamnounég / Sources and references

[1] ANSM hospital-compounding monograph: flucytosine 50 mg/mL oral suspension
pp.1-5; source date discrepancy retained | 2026-10-14
https://ansm.sante.fr/uploads/2022/07/07/20220706-monographie-preparation-flucytosine-50-mg-suspension-buvable.pdf

MpoéAsvon kKaL mpoéoBaon otnv mnyn / Provenance and source access

H npoéAcvaon, n €k6oon Kol Ta 6pLa TWY MAPEXOUEVWY ATIOOTIATUETWY/BLRALOYPAPLKWY QvapOPWY dLatnpolvTal.
To ke{pevo elvat n mapexduevn kat avabewpnuévn eyypaer Sikalias, 6xL véa mARpn¢ avadnuooievon Tou
npwToTOMoL TNG NMNYAC. MpdoBaacn oto NMARPEC MpwTdTLTO YivETAL OTOV £MioNUO €KEATN, UE TNV AMALTOOUEVN
4beLa fj ouvdpour. Agv dBNAWVETOL OTL EKKPEUEG alTnUa emovdxpnong €xeL eyKpLOEeL.

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.

Z0v0eon avagopadg / Reference formula

Béon / Basis: 30 mL

ZvoTaTtiko / Ingredient Moooétnta / Quantity

Ancotil, tokia pAovkutooivng 500 mg 3 duokia / tablets
Ancotil flucytosine 500 mg tablets

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

MNeprypa@n okevaopatog / Preparation description
OpoloyevEG LTTOAELKO EvALLPNUA.

Homogeneous whitish suspension.

References: [1]

Apaon kai xpon / Action and use
AVTLLUKNTLOOLKOG.

Antifungal.

References: [1]

Mpodiaypagic / Specifications

pH 4-5- neplektikéTnTa 90-110%. MpLv ané rotor/stator, N Ny avaeépel 95% owWUATOWY 56-224 um. Ot
LTIOAOLTIEG DOKLUEG OPOLOYEVELAG/UEYEBOLC EAEYXOVTOL OTO TMPWTAHTULTIO.
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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.

References: [1]

®wg / Light

Mo to TeAkd okebaoua N nyr opiCeL:
Kexplumopdyxpwuo yuaAl Tomov Il e KatdAAnAo nwua, 15-25 °C, npootaoia and ewg.

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

References: [1]

Aépac kKal o€eidbwon / Air and oxidation

Agv opExeTAL HEAETN OEEWOWTIKAG 0TABEPATNTAC TOL TEALKOU HiypaTog 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 o0vBeanG. H mogdTnTa Kat moldtnTa
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

Agv SlveTal aplBPUNTIKS dpLo OXETLKIG LYPATI(AGC YL TO TEALKO oKkeDaTUa. ATopebyovTal dLaBpoxr MPWTWY LAWY
KL HETAPOPA CUUMUKVWHATWY 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

lNa to teAkd okebaopa n nnyn opiCeL:
Kexplumoapdyxpwuo yuaAl Tomov Il ge katdAAnAo nwua, 15-25 °C, npootaoia and ewc.

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

References: [1]

pH kat cuppatétTnta / pH and compatibility

MpodLaypa®r] TOL CUYKEKPLUEVOL OKELAOUATOG, OXL E0pOoG amodedelyuévng otaBepdTnTAG:
pH 4-5- neplektikéTNTA 90-110%. MpPLv ané rotor/stator, N mNyn avaeépel 95% owWUATIOWY 56-224 um. Ot
LTIOAOLTIEG BOKLUEC OPOLOYEVELAG/UEYEBOVC EAEYXOVTAL OTO TMPWTAHTULTIO.

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.
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References: [1]

AAAec aAAnAenibpaoclg / Other interactions

Agv mopéxeTal mAAPNG doku cupBaTdTNTAG TOL PiyHaTog Pe MPdobeTa SpaaTikd B dlagopeTikd £€kdoya. Ot
LTIOKATAOTAOELG amaLTolY 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

Tavtonoinon kat Bdon Coylong:

* Ancotil, tokia pAovkvTooivng 500 mg: 3 Siokia / tablets.

e Ora-Blend: g.s. ad 30 mL.

Ol 6NAWPEVEC HoPPEC/MoLdTNTEC avijkovy aTtnv akplBry obvBeon tng MNYrG.

Identity and weighing basis:

* Ancotil flucytosine 500 mg tablets: 3 diokia / tablets.

e Ora-Blend: g.s. ad 30 mL.

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

References: [1]

NMpootacia epyalopévwy / Staff protection

Kabapr HoKpLuPAvIKn epyaoTnplakr evdupaoia, KEAAvYn HAAALWY KOl YAVTLa KaTd Tov XELPLoUd. AAAQYH YOVTLWV
META amd emudAvvon/ebopd.

Xelploteite tn COyLoN Kot AstotpiBnon oe xwpo/dldtagn nov neplopifel daomopd Koviwy, pe mpooTacia
0QOAAUWY- 0 TUTIOG AVATVELOTIKAG TIpooTaciag kaBop(letal and tTn ocLyYKeKPLUEVN €KBEDN.

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.

References: [1], [2], [3]

EKTipnon kKwvdéovovu / Risk assessment

EIAIKH YIIOAOMH: n nnyr anattel isolator j KatdAANAN povédpoun por aépa o€ mepLBAAAoY Babuidag D kat
QMOKAELOTIKO £EOMALOMS. ANAWVEL AvATOPAYWYLKH TOELKOTNTA Katnyoplag 1B (H360). Anatte{tal aEloAdynon
npootaoiag xewploth/mepBadAiovtog. Mpdkeltal yia pn ote{po néoto mpoidv.

Ou e1dikol 6pol TNG MNYNG mpoarmattoovTal: 6ev enapkel yevikd @UAAo TOyLlong 1} ouvriBng MAYKOG MAPACTKELWV.
ZuykekpLuévn moptida avagopds: 30 mL. MNpwTo cuotaTtikd: Ancotil, Slokia pAovkuToaivng 500 mg, 3 dlokia /
tablets. EAéyEte aveEdpTnTa TN XNULKA HOPQH, TIG HOVADBECG Katl KABE KALUdKwaon mpw and CoyLon.

Kplowo teAikd xapaktnploTikd e{val n enavadlaonopd: opoyevomoloTte pwv and vrnodlaipean, eAEYETe okAnpPd
{Cnua kat emaAnBeboTe 6TL N BaOUOVOUNUEVN OTOUATIKA oUpLyya HETPA TOv amnaltTtoluevo dyko Xwplc
anéppagn/aépa. H dladyela 6ev elval KPLTAPLO aMOdoXAG EvaLWPAHATOG.

KataypdyTte yla TNV TOMKA avdAuon moodTnTa avd napaokevr, ouxvotnTa epyaoiag, dtdpkela avolkTtol
XELPLOMOD, TBAVEG 00006 €KBEaNG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYX0L. AuTd elval atolela elaédov
NG agloAdynaong: 6ev amodibetal MPooXNUATIKAC TEALKOG BaBuUdC KlvdOvou.

Znuelo eAéyyou amnodéopevong: delypa and avtinpoownevTikd onuela kat and tnv apxi/TéEAog NARPWONG, UE
Kataypaer Kadilnong r dlaxwplopol Kat enavadlaonopdc. EAEYETe 6TL N mpoBAEnOUeEVN Afjyn amnodibeL TNV
anattoVpevn moodTNTa: N eEWTEPLKA opolopop@ia pévn TG dev amodelkvieL opolopopPia SPACTIKAC.

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
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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.

Reference batch: 30 mL. First ingredient: Ancotil flucytosine 500 mg tablets, 3 6iokia / 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.

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

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

Zuvonkec mapaockevnG / Compounding conditions

Mpw and avdulEn: Tavtonoinon xNUIKAG HOPPAC Kol MapTidac KABE cLOTATIKOD, KATAYPAPH BEWPNTIKWY
TOCOTATWY Kal EAeyY0C KabapldtnTtag Tou eEonAlopol. OL Bepuokpacilegc KoLl N oelpd MPoaBAKNG elval avTéG TNG
napakdTw Sladikaoiag.

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

TeAKA povoypagia €L8LKAG VOOOKOUELOKAG ava@opdc. Alatnpe{tal n akptBAG Loper dlokiov Kol 0 popéag Tng
nnyAc ANSM- dAAN poper, KAwovAa A gopéac xpeldletal xwpLotrh aEloAdynon. Ol anatTHoELG EL6LKOD
MEPLRAAAOVTOC, MEPLOPLOMOL €KOEONC KOl AMOKAELOTIKOD €EOTMALOMOL amoTteA0DV 6pouC EQAPUOYAC Kal eV
notonotobvTal and tTnv avdptnon. Ot 90 nuépeg otoug 15-25 °C, ue mpootaoia and To PwE, KaTaypdeovTal we
odnyla tng nmnyncg kat éxL WG anotéAeoua peAétng Sikalias j avtépatn napdtoaon USP. Aev ekdibetal BUD
ETIKETA MPAYUATIKAG mapTidag and To site.

Final specialist hospital-compounding reference. Retain the exact source tablet form and vehicle; another dosage
form, capsule or vehicle requires separate evaluation. The source environment, exposure-control and
dedicated-equipment conditions are implementation requirements, not certified by publication. Ninety days at
15-25 °C protected from light is recorded as the source instruction, not a Sikalias study result or automatic USP
extension. The website does not issue an actual batch BUD or dispensing label.

References: [1]

Mpoamaitovpeva / Prerequisites

Aev anatte(tal xwploth Bdon pe Kwdkd uNTPWOoL. Tuxdy EUMOPLKE OYNUA TTAPAUEVEL TO AKPLBEC KATOVOUATOUEVO
npoidv touv mivaka.

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

References: [1]

EEonmAlopog / Equipment

Zuyo6¢ KaTdAANANG eAdxLoTng 0ylong, youdi/omepog i opoyevonolnthg, doxela avdulEng, ondTovAEg,
BepudpeTpo dTav undpxel B€puavan, 6pyava oyKoUETPNONG YL MooOHTNTEG ML.
BaBpovounuévo pHUETPO Kot KATAAANAQ PUBULOTIKA EAEYYOUL.
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Balance with suitable minimum weight, mortar/pestle or homogeniser, mixing vessels, spatulas, thermometer for
heated processes and volumetric equipment for mL quantities.
Calibrated pH meter and suitable check buffers.

References: [1]

M£00o60¢ nmapaokevnc / Compounding method

MeTd TNV TeEKUNpPiwon TNG amnattoOUeVNG EOIKAG eykaTtdoTaong, katd mpotinnon tnv (6la nuépa: Astotpriote 3
dlokia pAovkuTOoolvng 500 Mg pe amokAeloTikS LyS{o/0MEPO o€ KOVL <226 Um LT TOV MEPLOPLOUS €KOEONG TNG
nnNyNng. MetaeépeTte oe mePLEKTN, Katd npotiunon oteipo piag xpriong. NMpooBéote Ora-Blend péxpt TeAkd dyko
30 mL. OpoyevonolioTe pe KatdAAnAo epyaAeio dlaomopdg, .. rotor/stator. ZUOKELAOTE 0€ KAOTAVOXPWHN
YU&AWN @LdAn tomov Il pe anapoBiooto BLdwTd nwua. Aev TekpaipeTal otelpdTnTa TEALKOD IPOIdVTOC.

After qualifying the required specialist facility, preferably within one day: triturate three flucytosine 500 mg
tablets using dedicated mortar/pestle to powder <226 um 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.

References: [1]

Napatnpnoelg / Observations

EIAIKH YINOAOMH: n nnyrj anattel isolator A katdAANAN povédpoun pon aépa os neptBdAiov Babuidag D kat
QTMOKAELOTLIKO €EOMALOUS. ANAWVEL avamapaywyLkr ToElkdTnTa Katnyopiag 1B (H360). Anatte(tal aEloAdynon
npootaoiag xelptoth/meptBdAiovtoc. Mpdkeltal yia pn ote{po néaotpo npoidv.

Anobéopevon TG dlepyaoiag emTpénetal HOvo a@ol TEKUNPLWOE! OTL 0 CUYKEKPLEVOG XWPOC, N MPOCTATEVTIKA
SL&dTaEn KoL 0 aMOKAELOTIKOC EEOMALOUAC KOADTTTOUY TIC anattioelg Tng ANSM Kot Tnv TomtkA ekTi{unon ékBeonc.
H ék6oon 6&v miotomolel TNV OMapEr} TOuG 0TO PaPHUAKE(O.

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.

Execution is permitted only after the actual facility, protective enclosure and dedicated equipment are
documented to meet the ANSM requirements and local exposure assessment. This edition does not certify that
they exist at the pharmacy.

References: [1]

MeplékTnG KaL ovokevaoia / Container and packaging
Kaotavoxpwun yodAwn @LdAn tomov Il pe anapaBiacto Bdwtd nwua.

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

References: [1]

MoloTik6¢ éAeyxocG / Quality control

pH 4-5- neplekTikéTNTA 90-110%. OcWpPnTKA WoHWTIKOTNTA 1790-2423 MOsm/kg, éxL MPAYUATIKO AMOTEAETUQ
napTidag. Mpw amnéd Stacnopd 95% cwHaTElWY 56-224 um. Opolopopeia meplekTikdTNTOC Ph. Eur. 2.9.6 dokur] B
Kot KATEAANAN néBodog USP: anatte{tal mpdoBacn ota nAAPN Ke@AAaLa.

H uéBodog, to éplo amnodoyxnc, N MPAYHATIKN TLUA KoL 0 EAEYKTAC KaTaypdgovtal XwpltoTd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavdAnyn eAéyxwv xpeldletal
attioAdynon.

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

Record the method, acceptance criterion, actual result and reviewer separately in F-005. A critical specification
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failure requires quarantine and investigation under SOP-015; retesting needs justification.

References: [1], [8]

®0Aa&n / Storage
Kexpunoapdyxpwpo yuaAl tomnov Il pe KatdAANAo nwua, 15-25 °C, npootacia and ¢wg.
Amber type Il glass with suitable closure, 15-25 °C, protected from light.

References: [1]

AwaOeon / Dispensing
H nopoloa eyypagr 6ev napdyet eTikéta f €ykplon dldBsong oe agbevry. AlaBAaTe TNV 0pLOTIKA andéeacn Kol Ta
KPLTAPLX EQAPUOYIG.

This entry does not generate a label or authorise patient dispensing. Consult its final decision and implementation
criteria.

References: [1]

Emionpavon / Labelling
Aev ekb{beTal eTIKETA HLABeONC amd TNV A poLOoA EYypPAQH.

No dispensing label is issued by this entry.

References: [1]

final_decision / final_decision

TeAkn povoypagia L8IKAC VOOOKOUELAKAG avapopds. Atatnpeltal n akplBAc poper) 6lokiov Kat o popéac TNG
nnyAc ANSM- GAAN pop@r, KAwouAa f popéag xpeldleTal xwploth agloAdynaon. Ol analTACELS EL6IKOD
nEPLBEAAOVTOG, EPLOPLOPOL £KBEONG KAl ATIOKAELOTIKOU £E0MALOMOL amoTeAODV OPOUG EQAPUOYAG KaL dEV
motonotobvtal and tTnv avdptnon. Ot 90 nuépeg otouvg 15-25 °C, ue mpootacia and To Pwe, KataypdeovTal we
odnyla tng mnyrg Kot Oxt w¢ anotéAeoua peAéTng Sikalias | avtépatn napdtaon USP. Aev ek6{betalt BUD
ETIKETA MPayPaTIKAG mapTidac and To site.

Final specialist hospital-compounding reference. Retain the exact source tablet form and vehicle; another dosage
form, capsule or vehicle requires separate evaluation. The source environment, exposure-control and
dedicated-equipment conditions are implementation requirements, not certified by publication. Ninety days at
15-25 °C protected from light is recorded as the source instruction, not a Sikalias study result or automatic USP
extension. The website does not issue an actual batch BUD or dispensing label.

References: [1]

AVEEGPTNTN EAANVLKA KAl ayYALKH anédoon/opydvwon otolxelwy TNG avaeepdpuevng nmnyng. Aev anoteAel enlonun petdepaon fi €ykplon tTov
€KOOTN.

Independent Greek/English adaptation and organisation of facts from the cited source. This is not an official translation or publisher
endorsement.

Mnyéc kaiL mapanopmnég / Sources and references

[1] ANSM - Monographie de préparation magistrale (outside Formulaire national)

Mise a jour 30/06/2022; acuppwvia npepopnviag eEwedAAov / cover-date discrepancy | PDF pp. 1-5 | master formula | 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

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
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[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
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