ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

Anpemitavtn 20 mg/mL andé kayakia 80 mg —

EKKPEMOTNTA TINYAG
Aprepitant 20 mg/mL from 80 mg capsules — source
discrepancy

CGR-FR-030 * Ekboaon / Version 4.0 « 10.09.2026
MpwTtoBouvAia CUAAOYAC LALKOD amd £YKLPEG TINYEC, WG Bdon yia Tn dnuiovpyia EAANVIKOO formulary.
2TaoWwoC Xp. ZIKAALLG.

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

ANAZTOAH EKTEAEZHZ — avemniAvtn aoupgwvia nnyAg.
DO NOT COMPOUND — unresolved source inconsistency.

AnpemitdvTn: 4 X 80 mg oTn povoypagia évavtt 4 X 125 mg otn péB0do TNG TEXVIKAG hote
80 mg (18/05/2026, geA. 2). Aev ekTeAeiTaL péXpL Slevkpivion ekd6TN. Ta 16 mL gival
MPooOAKN oxQuartog, oyt q.s. ad.

Aprepitant: monograph uses 4 x 80 mg; the 80 mg technical note (18/05/2026, p.2) method says 4 x 125 mg.
Do not compound pending publisher clarification. The 16 mL is added vehicle, not g.s. ad.

Mnyn / Source: ANSM — Monographie de préparation magistrale (outside Formulaire national) « A1 « v1  13/04/2026; note
v2 « 18/05/2026

AgATtio Tekunplwong mpog TomLk emoTNHOVIKA €ykplon. Agv anoteAel emkupwpévn odnyia
anobéopevong napTidac.

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

dappakoTeEXVIKH popen / Dosage form

MNéoo evalwpnua

Oral suspension

AAAec ovopaoieg / Other names

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

Bd&on vnoAoylopo0 / Formula basis: 4 kaywdkia 80 mg + 16 mL oxrjuatog / 4 x 80 mg capsules + 16 mL
vehicle

A/  ZvoTaTiko / Ingredient MNooéTnTa Movabda
A Quantity Unit
No
1 AnpemtdvTn, Kaydkla 80 mg 4 KoydKLa
Aprepitant 80 mg capsules /
capsules
2 Ora-Blend H Ora-Blend SF 16 NMPOZOGHKH / ADDED mL

Ora-Blend OR Ora-Blend SF
Mnyn obveeonc: [1]. g.s. = enapkr¢ 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 okevaopatog / Preparation description
ALK, opoloyeveég evatwpnua. Kabapr pdla xwplc nwpa/mpocapuoyéa: 18,1-20,1 g pe Ora-Blend
16,6-18,4 g ue Ora-Blend SF. [1]

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.

Apaon kaiL xpRon / Action and use
AVTLEPETIKG, avTaywvloTtAc NK1. [1]

Antiemetic, NK1 antagonist.

MpodiLaypagécg / Specifications
AELKG, opoloyevEg evalpnua. Kabapr pdla xwplc nwpa/nmpocapuoyéa: 18,1-20,1 g pe Ora-Blend
16,6-18,4 g pe Ora-Blend SF. [1]

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.

ZuvOnkeg kat mpo@uAdageig / Conditions and precautions

Ta otolyelo MPWTWY LAWY 6V oLVLOTOOV HEAETN 0TABEPSTNTAC TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» BEV onUA{vEL «OTABEPS» ] «AOPAAEC>.

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

EvaioOnoia oto owg / Light

Mo to teAkd okebaopa n Ny oplCeL:

Kexplunapodxpwpo yvaAl tomov Il f PET, katdAAnAo nwpo/npocapuoyéag EnFIT. 2-8 °C, npootaocia amnd
PWwe. [1]

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

EvaioOnoia otov aépa / Air

AEV TEKUNPLWVETAL £BLKO oTOLXE(DO OTLG TINYEC oL €EeTAoTNKAVY. AatTe(TOL CUUMARPWON TPV amd TOMLKA
éykplon, epbéoov elval 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.
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EvaioOnoia oto vepo / Water
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 otnv vypacia / Humidity
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.

EvaloOnoia otn Osppokpacia / Temperature

Mo to teAkd okevaopa n Ny oplCeL:

Kexptunoapdxpwio YuaAl Tomov Il | PET, KatdAANAo nwpa/mpooapuoyéag EnFIT. 2-8 °C, npootaoia amnd
Pwe. [1]

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

EvaioOnoia oc pH / pH
Agv TeEKUNPLWVETAL £L8IKS oToLye(o 0TI INYEC TTOL €EETAOTNKOV. ANALTE(TAL CUUTIAIPWON TIPLY ATO TOTILKI
€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.

AAAec aovppBatoTnteg / Other incompatibilities
Agv TeKUNPLWVETAL £L61KS oTolyel(o 0TI INYEC oL e€eTdoTNKOV. ANALTE(TAL CUPTAPWON 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.

Eld1kég mMAnpogopieg cvoTaTiKWy / Ingredient-specific information

Agv TeKUNPLWvEeTAL £L61KS oTolyel{o oTIg INYEC TTov e€eTdoTnKOV. AtatTe{Tal CUPNARPWON TPV ATd TOTILKA
€yKplon, epdoov 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.

ZuvOnkec MapaokeVNG / Preparation conditions

TnpoovTal n oelpd mPoodrikng, N BepUoKpacia Kat oL xpdvol ov avagépovtal oTn Aladikaoia
Mapaokevnc. H 61K povoypagia 6ev amoTteAel mMARpN HEAETN KATAAANASTNTAC TOU 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.

MpoguAd&eilc mpoowmnikoL / Staff precautions

Aev nipoodlopiCovtal mAfjpn MAT yla Tn ouyKeKPLUEVN OpHoLAA. EMAEETE yavTLa, MpooTacia 0POaAUWY
KoL HETPa TEPLOPLOUOL €kBeoNG amd Ta SDS Twv akpLBWY LAWY Kal TNy TomkA ekT{pnon Kwdovou.
ZUUMANPWHATIKG YeVLIKS TMAa{olo AEMPS: kaBapr HoKPLUAVLIKN EpyaoTnELaKy evoupacia, KAALYN LAAALLY
KOl AMOKAELOTIKA LITOSAMATA/TTOSoVAPLA. ZE XELPLOKO KOVLWVY amalToOvTal KATAAANAN npooTaoia
MOTLWV/ovamvoniG: Ta Yavtia aAAdCouv he dpaoctnplétnta A Bopd. H emAoyr TOMOL/vALKOD yiveTal amnd
SDS kat ekt{unon kwdovou. [1, 3]
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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

Agv TeKUNPLWVETAL MAAPNG €8k Ta&véunon Kwdivou yia auth tn eépuovAa. EEetdoTte SpaoTtikdTNTA,
okévn/agpdAvpa, aAlepyloydva, SLaAVTEG, HKPOoBLoAoYLKS KivBuvo Kat emudAvvon Bdoel Twv
MPAYHUATIKWY LAWY Kal Tne Sladikaaiag. H anovoia entoruavong v anuaivel anovaia kwwdovou. [1]

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.

Tekpnpiwon duapkelag xpRong / Evidence for beyond-use period

H povoypagia avagépetl 1 urjva. Aev anoteAel eykekpuévo BUD doo napauével to HOLD.

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

Monograph reports 1 month. This is not an approved BUD while the record is on HOLD.
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 opiCetal xwploth eEaptwpevn Bdon otov nivaka eEapTtAoEwY. EAEYETE TLUXOV EUMOPLKA
oxrfjnato/obvOsTa ékdoyxa TnG ouvvtaynic. [1]

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

EvbelkTIKOC eEomALOMOG / Indicative equipment

EvBeIlKTIKOG KaTdAoyoc mou npokOnTeL and tn HéBodo: Zuydc KATAAANANG SLaKPLTIKAC tkavdTnTag,
MNeplékTeg Kal dpyava avduLlENG ouuBaTd e Ta LALKE, lydilo kat Omepog, EEomALopdg nApwong kayakiwy,
BaBuovounuévo pHuetpo. H emAoyr/kataAAnAdtnta opiCetal Tomkd. [1]

Indicative checklist derived from the method: Balance of suitable resolution, Containers and mixing tools

compatible with the materials, Mortar and pestle, Capsule-filling equipment, Calibrated pH meter.
Selection/qualification is defined locally.

Awadikaoia mapaokevng / Preparation procedure

MONO TA TEKMHPIQZH, MHN EKTEAEITE. H povoypagia 80 mg mpoBAénel SlaBpoyr] Touv nmeplexopévou 4
Koyaki{wv pe 2-3 mL and ta 16 mL oxfuatog, avapovr 2-3 min, Astotp{Bnon 10-15 min, otadlakn
apaiwaon Kal moooTIKI HETAPOPA PE To LdAoLTo HeTPNUEVO dxnua. Asv op{CeL g.s. ad 16 mL. [1]
DOCUMENTARY ONLY; DO NOT COMPOUND. The 80 mg monograph wets four capsule contents with 2-3 mL of

the measured 16 mL vehicle, waits 2-3 min, triturates 10-15 min, dilutes progressively and transfers
quantitatively using the remaining vehicle. It does not specify q.s. ad 16 mL.

Mapatnpnoelg / Notes

AZYMOQNIA: n ouunAnpwpatikl note 80 mg, v2 tng 18/05/2026, avagépel otn péBodo 4 kaydkia Twy
125 mg. Avté 6ev oupewvel e tn povoypagia 4 X 80 mg. Anattel{tal Sitevkpivion Tov €kBTN. Agv
UTIOKAOLOTOUE HE TIPWTN DAN QMPETLTAVTNG: N MNYH AQOPA TO CLUYKEKPLUEVO TEPLEXOPEVO KayaK({wv. [1,
2]

DISCREPANCY: the supplementary 80 mg note, v2 dated 18/05/2026, states four 125 mg capsules in its

method, conflicting with the monograph’s 4 x 80 mg. Publisher clarification is required. Do not substitute bulk
aprepitant: this source concerns the specified capsule contents.
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Zuokevaoia kaL VALKa / Packaging and materials

Kexplunoapdxpwpo yuaAl tomov Il f PET, katdAAnAo nwuo/npooapuoyéag EnFIT. 2-8 °C, npootaoia and
owg. [1]
Amber type Il glass or PET, suitable closure/EnFIT adapter. 2-8 °C, protected from light.

Ynoderypa eTikétag / Label specimen

Anpemitdvtn 20 mg/mL and kaydkla 80 mg — eKKPEPOTNTA TINYAG

MeplekTikKOTNTO/MAPAAAQYH: MoodtnTa:
Naptida: Mapaokevn: XpAon €wg:
And tou otéuatoc / Oral use

Aocoloyla/odnylec:

dOAaEN: Kexpiunapdxpwpo yuoAl tomov Il A PET, katdAAnAo nwua/nmpocapuoyéag EnFIT. 2-8 °C,
npootaoia and ewg.

AvaklvioTe mpwv and T xpron.

MPOZXEAIO — 6yt eTikéTa anodéopevong. [1]

Aprepitant 20 mg/mL from 80 mg capsules — source discrepancy

Strength/variant: Quantity:

Batch: Prepared: Use by:

Ano Ttov otépaTog / Oral use

Dose/directions:

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

DRAFT — not a release label.

M£0obol eAéyxou / Quality-control methods
NeLKd, opoloyevég evatwpnua. Kabapr pdla xwpic nwpa/mpocapuoyéa: 18,1-20,1 g pe Ora-Blend
16,6-18,4 g pe Ora-Blend SF. [1]

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.

®OAa&n / Storage conditions

Kexpiunopdyxpwuo yvaAl Tomov Il f PET, KatdAAnAo nwpa/npocapuoyéag EnFIT. 2-8 °C, npootaocia and
owg. [1]

Amber type Il glass or PET, suitable closure/EnFIT adapter. 2-8 °C, protected from light.

El81kéc 0bnyiec 61aOeonc / Dispensing instructions

Agv TeKUNPLvovTal eMNA£ov el6LkEC 0Onyleg mépa amd tnv 066, TN UAAEN KaL TLG MapaTtnPiOELC TNG
nnyrg. ZupunAnpwvovtatl aobevrig, doooAoyia kat odnyleg cOpPwva Ue tTn ovvtayn. [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). vl ¢ 13/04/2026; note v2 « 18/05/2026
PDF pp. 1-8; note oeA. / p. 2. Al. EAeyyog / Checked 2026-09-10.

https://ansm.sante.fr/uploads/2026/04/15/20260415-monographie-apre-pitant-formule-orablend-80-mg.pdf

[2] fr_aprepitant. AtaBéoiuo ke{pevo / Retrieved text PDF pp. 1-4. Al. EAceyxo¢g / Checked 2026-09-10.
https://ansm.sante.fr/uploads/2026/06/10/20260518-aprepitant-note-information-80-mg.pdf

[3] PN/L/PG/002/00 INDUMENTARIA. AwaB€otpo 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 avaAuTikéG uéBoboL ouvoyiCovTal. MNa eKTEAETN AMALTOOVTAL TA A PN MAPATIEUNMOPEVA KEPAALA,
avTIdpaoTAPLa KOl KPLTHPLA KATAAANAOTNTOC CLOTHHATOC.
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https://ansm.sante.fr/uploads/2026/04/15/20260415-monographie-apre-pitant-formule-orablend-80-mg.pdf
https://ansm.sante.fr/uploads/2026/06/10/20260518-aprepitant-note-information-80-mg.pdf
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

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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