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Anpemnitavtn 20 mg/mL and kaydaxkia 80 mg

Aprepitant 20 mg/mL from 80 mg capsules

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: 4 kaydkia 80 mg + 16 mL oxrjpatog / 4 x 80 mg capsules + 16 mL vehicle

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

AnpemntdvTn, kKaydkia 80 mg 4 koydkia / capsules
Aprepitant 80 mg capsules

Ora-Blend H Ora-Blend SF 16 NMPOXZOHKH / ADDED mL
Ora-Blend OR Ora-Blend SF

MNeprypag@n okevaopatog / Preparation description

NELKG, opoloyevEG evalwpnua. Kabapr pdla xwpic nwpo/mpocapuoyéa: 18,1-20,1 g pe Ora-Blend 1} 16,6-18,4 g
pe Ora-Blend SF.

White, homogeneous suspension. Net mass excluding cap/adapter: 18.1-20.1 g with Ora-Blend or 16.6-18.4 g with
Ora-Blend SF.

References: [1]

Apaon kat xpAon / Action and use
AVTLEPETIKG, avTaywvloTrg NK1.
Antiemetic, NK1 antagonist.

References: [1]

Mpobiaypagéc / Specifications

OvouaOoTIKA MEPLEKTIKOTNTA KaT& ANSM: anpemitdvtn 20 mg/mL. Téoogpa kaydkia Twv 80 mg kat 16 mL
npoaTOéuevou gopéa. H anodoyxr TnG napaokevig BaoleTal GTOLC EAEYXOULG TNG MARPOLG HOVOYPaPlaC KAl oTa
SlapopeTika dpla kabaprc palac KAOs popéa.

ANSM nominal strength: aprepitant 20 mg/mL. Four 80 mg capsules and 16 mL added vehicle. Acceptance uses
the complete monograph controls and the distinct net-mass limits for each vehicle.

References: [4]
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®wg / Light

Mo to TeAkd okevaopa n nyr opiCeL:
Kexpiunopdxpwo Yool tomov Il i PET, kat@AANA0 wua/mpocapuoyéag EnFIT. 2-8 °C, nmpoogtaoia amnd ¢wg.

For the finished product the source specifies:
Amber type Il glass or PET, suitable closure/EnFIT adapter. 2-8 °C, protected from light.

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTAOEPATNTAC TOL TEALKOD HiypaTog o0TE anaitnon adpavolg atudéoealpac.
Tnpe(tal o MEPLEKTNG TNG MNYAG.

No oxidative stability study of the finished mixture or inert-atmosphere requirement is provided. Use the source
container.

References: [1]

Nepo kat diaAvtéTnTa / Water and solubility

Agv 6{veTal mMOoOTIKS Oplo LEPOAVLTIKAG OTABEPATNTAC TNG CLYKEKPLHEVNG o0vBeonc. H moodTnTa Kot moldtnTa
vePoL dev peTaBAAAETAL Qb TN guvTaYH.

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

References: [1]

Yypaocia / Humidity

Agv SlveTatl aplBunTkd éplo oxeTIKAG bypaciag yla To TeAkd okebaoua. AopedyovTtat daBpoxh MPWTWY LAWY
KL LETOPOPE CUUTMUKVWHETWY 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

Mo to TeAkS okebaopa n nyr opiCeL:
Kexpiunapdxpwo yuaAl tomov Il i PET, kaT@AANAO nwpa/mpocapuoyéac EnFIT. 2-8 °C, mpootaoia and ¢wg.

For the finished product the source specifies:
Amber type Il glass or PET, suitable closure/EnFIT adapter. 2-8 °C, protected from light.

References: [1]

pH kait cupBatéTnTa / pH and compatibility

Agv op(Cetal eldlkd e0poC pH ToL TEALKOD OKELAOUOTOC. Agv TpooTiBeTal puBULOTAG pH XWPI(C 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 aAAnAemidpaoelg / Other interactions

Agv opéxeTal MARPNG doKLUA cLPBATATNTAC TOL UiYHOTOC HE MPdoBeTa HpaoTIKA 1} SlapopeTikd €kboya. Ot
LTIOKATAOTAOELG amaLlTolY XwPLloTh Tekunpiwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.
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References: [1]

EwbiIkd otolxeia ovotatikwyv / Ingredient-specific information

Tavtonoinon kat Bdon ¢Oylong:

e Anpemnitdvtn, kawdkia 80 mg: 4 kawdkia / capsules.

e Ora-Blend H Ora-Blend SF: 16 MPOX©HKH / ADDED mL.

OL dSNAWpEVECG popPéc/moldTNTEG aviikouy atnv akpLBry cbveean tTng mnNyrng.

Identity and weighing basis:

e Aprepitant 80 mg capsules: 4 kaydkia / capsules.

¢ Ora-Blend OR Ora-Blend SF: 16 NMPOZOHKH / ADDED mL.

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

References: [1]

MpooTtacia epyalopévwy / Staff protection

KaBapn pokpupdvikn epyaotnplakr evdupaoia, KEAvwn PaAALWY KoL YEVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvon/ebopd.

Xelwplotelte TN TOyLon kot AstotpiBnon oe xwpo/dldtagn mov neplopifel Slaomopd Koviwy, e mpooTaaia
0QOUALWY- 0 TOMOG AVAMVELOTIKAG MpooTaciag Kabopi(CeTal and Tn cuyKekpLlpévn €KOeon.

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: [11], [2], [3]

EKTipnon kKivdéovovu / Risk assessment

ZuykekpLuévn napTtida avagopdc: 4 kaydkia 80 mg + 16 mL oxfjuatog / 4 x 80 mg capsules + 16 mL vehicle.
MpwTo ovotatikd: Anpemtdvtn, Kaydkio 80 mg, 4 kaydkia / capsules. EAEyETe aveEdpTNTA TN XNMULKH HOPQH, TLC
Hovadeg Kal KaBe KALMdKkwaon mpw and CoyLon.

Kplowo teAikd xapaktnploTikd elval n enavadlaonopd: opoyevomoloTe Py and vrnodlaipean, eEAEYETe okANPS
{Cnpa kat emaAnBebote 6TL N Babuovounuévn oTodaTIK clpLyya HETPA Tov analttoOpevo dyko Xwpig
anéppagn/aépa. H dladyela 6ev elval KPLTAPLO aMOdOoXAG EVaLWPAHATOGC.

Kataypdyte yla TNV TOMKA avdAuvon mocdtnTa avd Napagkevr, ouxvétnta epyaciag, dLapKeLa avolkTol
XELPLOMOD, TBAVEG 06006 €KBEONG KL AMOTEAECUATIKOTNTA TWY HETPWY eAEYX0L. AuTd elval atowela elgédouv
NG agloAdynong: 6ev amodibeTal MPOoXNUATIKAC TEALKOG BaBUdC KlvdOvou.

2nuelo eAéyyov amnodéopevong: delypa and avTimpoowneLTIKG onuela kat and tnv apxi/TéEAog NMARPWONG, UE
Kataypaer kabilnong f Slaxwplopol Kot enavadlacmopdc. EAEyETe 6T n mpoBAenduevn AfYn amodidel tnv
anattoVpevn moodTNTa: N eEWTEPLKA opolopop@ia pévn TG dev amodelkvieL opolopopPia SPACTIKAC.

Reference batch: 4 kaydkia 80 mg + 16 mL oxrfjuatocg / 4 x 80 mg capsules + 16 mL vehicle. First ingredient:
Aprepitant 80 mg capsules, 4 kaydkia / capsules. 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: [11], [7], [9]
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ZuvOnkec mapaockevng / Compounding conditions

Mpw and avdulgn: Tavtonoinon xNULKAG HOPeAC Kol apTidag kABe cuaTATIKOD, KaTaypaPr BEWPNTIKWY
MOCOTATWY KAt éAEYX0GC KaBapldTNTAC TOu EEOMALOUOD. OL BEpUoKPaOleEG Kal N oelpd MPoodrkNg elval AVTEC TNC
MopaKATW 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: [11], [3]

Tekpnpiwon BUD / BUD rationale

Aldpkela otnv nnyn: H nAfjpng povoypagiot ANSM opiCel 1 uriva otoug 2-8 °C, mpootacia amnd ¢wg, oTo
npoBAenéuevo KaoTavo yuaAl rj PET.

H EDQM a&loAoyel 5LapopeTIKEG MapaAAayEG Kot emonpaivel anovoia PKpoBLOAOYLKWY/Ev XprioeL dedopévwy. H
XNHWKA oTaBepdTnNTa 2 HNVWY TNG MapaAAayrig and kaywdkla 125 mg dgv peTagépeTal 0To Napdv MPwTtékoAAo 80
mg.

H dudpketa avth elvat odnyla TNG cLYKEKPLUEVNG QappakoTol{ac/mNyAG. ZTov mapdvTa EAeyx0o dev emaAnBedTNKE
MAAPNG TPWTOYEVAC MEAETN TIOL VO TEKHUNPLWVEL TAVTOXPOVA XNHLKH, QUOLKH Kol UIKPOBLOAOYLKA EMEKTOON TNG
(6lag TeAkAC obvBeonc.

EmAEYHEVOG YEVIKOG KavOvag: €wg 35 nuépeG yia LOATIKA HOPPH HE KATAAANAO GOOTNUA OLVTHAPNONG TNV TEALKHA
obvBeon Kat pH. Xpnowdonotjote 20-25 °C, i 2-8 °C pévo étav n nnyr to emtpénel/anottel Kat N popen
MoPAUEVEL KATAAANAN. Aev entapkel N ovopaaoia evdc ouvtnENTIKoL £4v aLTO €xel apalwbel, adpavorolndel
HeTa@ePBel ae 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 KaAADTITEL
OpaOTIKA/EKBOYQ/MEPLEKTIKOTNTA, MEPLEKTN, BeppoKkpaaia, HEBOBO EVOELKTLKA OTABEPATNTAG KaL, YL LOATIKA
EMEKTAON, TNV AMoLTOOHEVN HikpoBLloAoyLkr Tekunpiwon. Eeapupootéa enionun USP-NF povoypagia agloAoyeital
XWPLoTd oTo NMAAPEeC Ke{eVS TNG.

Huepounvia xpriong = n evwpitepn emtpenti nuepounvia and noapaokevr + emAEyUévn dldpKela, AEELC MPWTWY
LAWY KoL TUXGY CLVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog HeETA To dvolyua dev mapatelvel To cLVoALké BUD. H
TEALKA NUEPOUNVI{X CUUMANPWVETAL YL TN CLYKEKPLUEVN TIOPTIBA HETE TOUC EAEYYOULC.

O yevikdG kavédvag anoteAel ouvTNPENTLIKS dpLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTtidac. H katnyopla ouvdéeTal he TNV TEALKA oOVOEON, TN cuVTAPNON KAl TG EMTPENOUEVEG BEpUoKkpaaiec. H
TIUA aw 6gv MPOoKOMTEL amnd TO MOG0oaTO VEPOUL A TNV AMWAELX KATA TN EApavan. MNa tekunpiwaon xpnoluonotiote
SOP-014 kot F-006- yia €16ikr} aw, SOP-017 kat F-012.

H USP 6ev amnattel pétpnon aw oe kK&dBe pn otelpo napaockebaopa. H tekunpuwuévn tagvdunon tng
OLYKEKPLPEVNG o0vBeong unopel va xpnaotpomnotle{tal wg odnydc: KataypdeeTal pnTtd wg ekTinon Kat XL WG
péTtpnon. Apei{BoAn rj oplakr tagwéunon anottel €0Ltkd TEKPAPLO A KATAAANAN HéTPNon. H nuepounvia TeAkol
okevdopaTog 6ev vepPBaivel Tn SlaBéoiun NUEpouNvia TwWY ABN MAPACKEVATUEVWY CLOTATIKWY/BAOEWY, EKTOG Qv
€xeL voBeTNBel emapkrg e8Ik TekUNPlwon yla TNV akpBr] TeAk) obvBeon.

Al6pBwaon aplBunTikod opl{ov UNTPWOUL: €W 28 NUEPEC WG CLVTNPENTLKO OpLo AVAPOPAC, TIPLY amnd TuYXOV
ouvvtoudTEPEG AfEelg/nuepounvieg Bdocwv. MNa tn peTatponi TnG napoloag £€Kdoong xpnotuonolobvtal 28
NUEPEC avd 1 nueEpoAoyLlakd piva kat 89 NuéPeC avd 3 nUEPOAOYLAKOUC UVEG: ol EBGoNGdec ueTaTpénovTal o 7
NUEPEG. OL MpwTdTLNEG HOVADEG TNG TMNYHAG dlatnpolvTal. MPAKELTAL YA GUVTAKTLKY TOALTLKA PHETATPOMHG, O)L
yla véo anotéAeopa otabepdTnTag fj avtduaTn anodéouevon.

Period reported by source: The complete ANSM monograph specifies 1 month at 2-8 °C, protected from light, in
the specified amber glass or PET.

EDQM appraises different variants and notes absent microbiological/in-use data. The 2-month chemical stability of
a 125 mg capsule variant is not transferred to this 80 mg protocol.

This duration is a specific formulary/source instruction. This review did not verify a complete primary study
establishing chemical, physical and microbiological extension for the same finished formulation.

Selected general rule: up to 35 days for an aqueous 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.
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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.

Register correction: at most 28 days as a conservative reference cap before any shorter expiry/component date.
This edition converts one calendar month to 28 days and three calendar months to 89 days; weeks are converted
to seven days. Original source units are retained. This is an editorial conversion policy, not a new stability result or
automatic release.

References: [11], [4], [5], [6], [8], [10]

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]

EEomAlopog / Equipment

Zuyo6¢ KaTdAANANG eAdxLoTng T0ylong, youdi/omepog i opoyevonolnTthg, doxela avdulEng, ondTovAEg,
BepudpeTpo dTav undpxel B€puavan, 6pyava oyKOUETPNONG YL MOoOHTNTEG 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

1. Xpnoluomnoltiote Téooepa KaydKLa anpemtdvtng 80 mg Kal HETPAOTE GUVOALKA 16 ML Touv emAgyHévoL
Ora-Blend | Ora-Blend SF. Zvy{ote Tov Kevd TEAKS MEPLEKTN XWPIG MWHA/MPoTapoYEQ.

2. AbeldoTe ta kaydkia ato youdi, mpoobéoTte 2-3 mL and Tov HETPNPEVO POPEQ, TTEPLUEVETE 2-3 AEMTA Kal
AglotpBriote 10-15 Aemtd.

3. MNpoobéote otadlakd nepimov 10 mL amnd Tov (6lo peTpNUEVO Popéa Kal HETAPEPETE OTO PLOAIBLO. EKMTADVETE [E
TO LTIOAOLTIO TOL APXLKOD GUVOAOL Twv 16 ML.

4. Opoyevomolote Kat eAEyETe KaBapr Hdla Kot eppdvion npwy and anodéopsvon. Ta 16 mL elval mpooTiBéuevog
@opéac: dev ylvetal cuunAfpwon o€ TEALKS Oyko 16 mL.

1. Use four aprepitant 80 mg capsules and measure a total of 16 mL of the selected Ora-Blend or Ora-Blend SF.
Weigh the empty final bottle without closure/adapter.

2. Empty the capsules into a mortar, wet with 2-3 mL of the measured vehicle, wait 2-3 minutes and triturate for
10-15 minutes.

3. Progressively add approximately 10 mL from the measured vehicle and transfer to the bottle. Rinse using the
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remainder of the original 16 mL total.
4. Homogenise and check net mass and appearance before release. The 16 mL is ADDED vehicle; do not make to
a final volume of 16 mL.

References: [4]

Napatnpnioclg / Observations

Epapudletal anmokAeloTIK& n mARPNG Hovoypagia ANSM tng 13.04.2026 yla kaydkia 80 mg. O gopéac
KATOYPAPETAL OVOPAOTIKA Kal 6ev evaAldooetal péoa otnv naptida. H mpwtn OAN anpemtdvtng 6&v amoTeAsl
L0080UVAO UTIOKATACTATO TWY Kayakiwvy.

Apply the complete ANSM monograph dated 13 April 2026 for 80 mg capsules. Record the selected vehicle by
name and use it throughout the batch. Bulk aprepitant is not an equivalent substitute for capsule contents.

References: [4]

MNepLéKTNG KaL ovokevaoia / Container and packaging
Kexptunapdyxpwuo yuaAl tomov Il fj PET, KatdAAnAo nwua/mpocappoyéac EnFIT. 2-8 °C, npootacia and owc.
Amber type Il glass or PET, suitable closure/EnFIT adapter. 2-8 °C, protected from light.

References: [1]

MowoTikOG éAeyxoG / Quality control

EAéYETE opOLOYEVEC evalWpPNHa XWPIC epgavr cvoowpaTwuaTa. Kabapr pdla oto teAkd glaAibio: Ora-Blend
18,1-20,1 g ry Ora-Blend SF 16,6-18,4 g. Agatpeital To andéBapo Tov (Blov pLaAtdiov xwplc mWua/mpocapuoyéa. Ta
Opla paag dev lvat MoooTIKEC MPOCTSLOPLOPOC TNE BPAOTIKAC. Mo MukvdTNTA, pH Kol MPAaOeTEC HOKLUEG
Xpnotuomnote{tal N mAfjpng povoypagia.

H nébodog, 1o 6plLo amodoxAC, N MPAYHATIKY TIUA Kol 0 EAEYKTAC KaTtaypdeovtal xwplotd oto F-005. Anotuyia
kplong npodilaypagric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavdAnyn eAéyxwv xpetdletal
aLttloAdynon.

Check a homogeneous suspension without visible aggregates. Final bottle net mass: Ora-Blend 18.1-20.1 g or
Ora-Blend SF 16.6-18.4 g. Subtract the tare of the same bottle without closure/adapter. These mass limits are not
an active-drug assay. Use the complete monograph for density, pH and additional tests.

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: [4], [9]

®0Aain / Storage
Kexpiunapdyxpwuo yuaAl tomov Il f PET, katdAAnAo nwua/mpocappoyéag EnFIT. 2-8 °C, npootacia and owg.
Amber type Il glass or PET, suitable closure/EnFIT adapter. 2-8 °C, protected from light.

References: [1]

A1aOeon / Dispensing

Xoprynon otnv akpBri cuvtayoypa@nuévn mMEPLEKTIKOTNTA. Mo LYPA&, XpPNoloToLioTE KATAAANAN
BaBuovopnuévn cbpLyya and Tov oTOUATOG: KATAypAYTe 880N Kol ouXVETNTA Amd TN CLVTAYH.

Dispense the exact prescribed strength. For liquids use a suitable graduated oral syringe; record dose and
frequency from the prescription.

References: [1]

Sikalias Greek Formulary | Reference documentation 6



compounding.gr | 10.0 | 2026-10-14

Enmionpavon / Labelling

Anpemtdvtn 20 mg/mL anéd kaydkia 80 mg

Ané Tov otéuatog

MNoodétnta: _ Moaptido:

Moapaokevdotnke:  XpAon €wg:

AcbBevng / 8don / ouyvéTnTa: _

®OAaEN: Kexplunapdxpwpo Yool Tomov Il f§ PET, katdAAnAo nwpa/mpocapuoyéag EnFIT. 2-8 °C, npootacia and
PWG.

Avakwrote/enavadlaoneipete KaAd pwv and xprion.

©eppokpaoia yla To BUD auTtig tng naptidag:

Aprepitant 20 mg/mL from 80 mg capsules

Oral use
Quantity: Batch:
Prepared: Use by:

Patient / dose / frequency:

Storage: Amber type Il glass or PET, suitable closure/EnFIT adapter. 2-8 °C, protected from light.
Shake/redisperse well before use.

Temperature for this batch BUD:

References: [1]

v9_controls / v9_controls

To apBunTikd 6plo oto apxeio elvat pévo 6pLo BLRALOYPAPLKAC ava@opdc uTd TIC £6LIKEC PoDMoBETeLG. Agv €xEL
oplotel BUD mpayuaTtikAg maptidag kat 6ev £xovv mapayOel petprioelg aw. H akplBric obvBeon, ta
TIPOATALTOVHEVA, O MEPLEKTNG, N GOAAEN Kal Ta agTolyela EAEYXOUL TIPETMEL VO EYKPLOOUY YLa TN CUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapén tng napaokevic. EQapudletal To GUVTOUSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO EAeyYO BLAPKELAG HETA TO Avolypa. Ta dpla USP elval Texviké mAaiolo Kat 6ev
nopovaldfovtatl WG EAANVIKN vouoBeaoia.

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.

AveEdpPTNTN EAANVLKA KOl ayYALKH anédoon/opydvwaon otolxelwy TnG avaeepdpevng nmnyng. Aev anoteAel enlonun petdepaon fi €ykplon tTou
€KOOTN.

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

Mnyéc koL mapanopnég / Sources and references

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

vl « 13/04/2026; note v2 « 18/05/2026 | PDF pp. 1-8; note o€A. / p. 2 | master formula | 2026-09-10
https://ansm.sante.fr/uploads/2026/04/15/20260415-monographie-apre-pitant-formule-orablend-80-mg.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] 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

[4] ANSM - Aprépitant 20 mg/mL, suspension buvable a partir de gélules dosées a 80 mg

Version 1, 13 April 2026 | pp. 1-8; composition, preparation, quality control and storage | Full 80 mg capsule monograph; 16 mL vehicle
added; bottle net-mass checks | 2026-09-12

https://ansm.sante.fr/uploads/2026/04/15/20260415-monographie-apre-pitant-formule-orablend-80-mg.pdf
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T A compounding.gr | 10.0 | 2026-10-14

[5] EDQM PaedForm Working Party - Aprepitant: expert opinion on extemporaneous formulations

2024 | pp. 1-5, formulation comparison and evidence limitations | Expert opinion, not an adopted European Pharmacopoeia monograph. No
microbiological/in-use data for the reviewed formulations | 2026-09-12

https://www.edgm.eu/documents/52006/1912832/Aprepitant%2B-%2BExpert%2Bopinion%2Bon%2Bextemporaneous%2Bformulations.pdf/58
632833-b949-df5e-fd6f-36134bd3e410?download=true&t=1713795102152&version=1.0

[6] lllinois IDFPR - Nonsterile Compounding Self-Inspection Report

Public checklist, retrieved 12 September 2026 | pp. 15-16, Establishing beyond-use dates | Public regulatory implementation of USP <795>;
not Greek law; general limits and requirements for extension | 2026-09-12

https://idfprapps.illinois.gov/Forms/PDFs/NONSTERILECOMPOUNDINGSELFINSPECTIONREPORT.pdf
[7]1 NIOSH - Managing Hazardous Drug Exposures: Information for Healthcare Settings

2023; DHHS (NIOSH) 2023-130 | Risk assessment; printed pp. 27-33, activity/formulation control table | Workplace exposure, hierarchy of
controls and activity-specific PPE; US government public-domain document | 2026-09-12

https://www.cdc.gov/niosh/docs/2023-130/2023-130.pdf?id=10.26616%2FNIOSHPUB2023130
[8] USP - Compounding Standards and Beyond-Use Dates, 2022 update

November 2022, published by USP; public copy hosted by Mississippi Board | pp. 1-2; nonsterile table | Risk-based default categories; not
product-specific stability or Greek law | 2026-09-12

https://www.mbp.ms.gov/sites/default/files/2023-03/USP_Compounding_BUD_Fact_Sheet.pdf
[9] PIC/S - Guide to Good Practices for the Preparation of Medicinal Products in Healthcare Establishments

PE 010-4, 1 March 2014 | Chapters 1-9; Annex 2 (nonsterile liquids, creams, ointments) | Professional quality-system framework; not
automatic national legal adoption or certification | 2026-09-12

https://picscheme.org/docview/3443
[10] USP - General Chapter <795> FAQs (official, updated 1 November 2023)

Updated 1 November 2023; retrieved 14 October 2026 | Q52, Q61-64; use with the applicable full chapter | Water-activity classification,
component dating and BUD documentation; general professional framework, not a Greek legal adoption or formula-specific study |
2026-10-14

https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0
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