ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

‘EKdox0 kKayakiwv 2 EX014
Capsule diluent 2 EX014

CGR-ES-050 * Ekdoaon / 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.

AEATIO MPOZ TONIKH EFKPIZH — n avBevtia Tng mnyAg 6gv vmokaBloTtd Tnv €yKplon tng naptidag.
WORKSHEET FOR LOCAL APPROVAL — source authority does not replace batch approval.

Mnyr / Source: FN/2003/EX/014 EXCIPIENTE N.2 2 PARA CAPSULAS « Al » FN/2003 * nAekTPOovIKS Keiuevo pe NIPO 2020/2022
/ electronic text with NIPO 2020/2022

AeAtio Tekunplwong mPo¢ TomLk emoTNUOVIKA €ykplon. Agv anoteAel emkupwpévn odnyia
anodéopevong napTidag.

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

dappakoTeXVIKN popen / Dosage form
Kévig ekddyou

Powder excipient

AAAeg ovopaoieg / Other names
FN/2003/EX/014 EXCIPIENTE N.2 2 PARA CAPSULAS

Zuvvtayn / Master formula

Bd&on vnoAoylopol / Formula basis: 100 g

A/  ZvoTaTiko / Ingredient MoooéTnTa Movabéa
A Quantity Unit

No

1 ITEQATIKG HayvAoLo 1 s

Magnesium stearate

2 T&AKNG 3 g
Talc
3 ApvAo apapoaitov 96 g

Maize starch

Mnyr obvBeong: [1]. g.s. = enapkri¢ moodTnTa - ad = PéXPL TEALKS oOVOAO. Agv peTaTpénovtal 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
Aevkn Kévig. [1]
White powder.

Apaon kaiL xpRaon / Action and use

Bdon i BonObnTtikd €KB0YO0 yla MEPALTEPW MAPOOKEVEG. Agv vloBeTe(Tal To (6o BUD uetd mpoobrikn
dpaotikig. [1]
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Base or auxiliary excipient for further compounding. Its BUD is not adopted unchanged after adding an active.

MpodiLaypagécg / Specifications
Aevkn KévLG. [1]
White powder.

ZuvOnkeg kKalL mpo@uAa&elg / Conditions and precautions

Ta otoxelo MPWTWY LAWY 6V cLVLOTODY HEAETN 0TABEPSTNTAC TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» dEV oNUaiveL «OTABEPSO» 1] «AOPAAEC».

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

EvaioOnoia oto @wg / Light

Agv TeEKUNPLWVETAL £L8IKS oToLye(0 OTLC INYEC TTOL €EETAOTNKOV. AMALTE(TAL CUUTIAIPWON TIPLY ATO TOTILKI
€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 otov aépa / Air

Agv TeKUNPLWVETAL £L61KS oTolyel(o 0TI INYEC oL e€eTAoTNKOV. ANALTE(TAL CUPTAPWON TPV ATO TOTILKA
€ykpLon, epoécov 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 oto vepd / Water

Agv TeKUNPLWveTal 61K otolyel{o oTIg INYEC ov e€eTdoTnKOV. AtatTe(Tal CUPNARPWON TPV ATO 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.

EvaioOnoia otnv vypacia / Humidity

Agv TEKUNPLWVETAL €LOLKO oToLXE(O OTLG TINYEG oL €EeTAoTNKAVY. AtatTe(Tol CUUMARPWON TPV aTd TOTLKA
éykpLlan, epoéoov elval Kp{OLWO yLa TN OLYKEKPLUEVN TtapaoKeLr. [1]

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

EvaloOnoia otn Osppokpacia / Temperature

Agv TeKUNPLWvEeTAL €L81KS oTolyelo oTLG TINYEC oL e€eTdoTNKOV. ATTaLTE(TAL CUPTARPWON TIPLY aTO TOTILKA
€ykplon, epbéoov slval Kp(oo 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 og pH / pH

AEV TEKUNPLWVETAL £8LKO oTOLYE(DO OTLG TINYEC oL €EeTdoTNKAVY. AatTe(TOl CUUMARPWON TPV amd TOMLKA
éykplon, epbéoov elval KpIoo yla TN oLYKEKPLUEVN mapaokevr. [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 TeEKUNPLWVETAL £L8IKS oToLye(o 0TI INYEC TTOL €EETAOTNKOV. ANALTE(TAL CUUTIAI PWON TIPLY ATd TOTILKN
€ykpLon, epdéoov elval KP{OLO yLa TN OLYKEKPLUEVN TtapaoKeLr. [1]
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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 TeKuNPLWveTal el61KS otolxelo 0TI NYyEC Tov e€eTdoTnKav. ANaLTe(TAL CUPNARPWON TPV ATd TOTILKA
€ykplon, epbdoov elval Kp(oo yla Tn oLYKEKPLUEVN apaokevh. [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 avagépovTtal oTn Atadikaoia
MNapaokevnc. H 16K 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 poodlopiCovtal 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 LAAALWY
KOl AMOKAELOTIKA LITOSAMATA/TIOSoVAPLA. ZE XELPLOKO KOVLWVY AMaLTOUVTAL KATAAANAN pooTaoia
MOTLV/ovamvonig: Ta Yavtia aAAdlouv pe dpaoctnplétnta A Bopd. H emAoyr TOMOL/vALKoD yiveTal amnd
SDS kat ekTi{pnon kwdovov. [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.

ZTolxeia yla avaivon kivéovoo / Risk-assessment inputs

Agv TekPNpLveTal MARPNG €8k Tagvéunon kwdivou yia avth tTn PépuovAa. EEetdote SpaoTtikdTNTA,
okévn/agpdAvua, aAAepyloyoéva, SLAAVTEC, HLKPOBLOAOYLKO K{vBuvo Kal empudAvvon Baosl Twv
TMPAYHUATIKWY LAWY Kal Tng dladikaaiag. H anovaia entoruavong v anuaivel anovaia kwwdovou. [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.

Tekpnpiwon diudpkelag xpRong / Evidence for beyond-use period

6 urveg vmd TG CLVONAKEG TNG TINYAC.

H Sldpkela tng mnyric agopd tnv akpLBr) cbvbeon, néBodo Kal ovokevaaia tng. Asv elval nuepounvia
MENG avTAG NG MapTidag olTe peTAPEPETAL O AANO €KkBoyo/mMEPLEKTIKOTNTA. H TIpayaTIKA NEPOUNVia
vnoAoy(Cetatl 0To KEVS QUAAO ekTéAEONG. [1]

6 months under the source 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 TuXdY EUMOPLKE
oxAHoTa/oc0vleTa €kdoya TNG oLVTAYAG. [1]

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

EvBelKTIKOC KATAAOYOC TIOL MPOKOMTEL amd TN HEB060: ZLYOG KATAAANANG BLAKPLTIKAC LKAvOTNTAC,
MeplékTeC KoL dpyava avduLlENG ouuBaTd He Ta LAKE, lydilo kat Oepog. H emAoyri/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 mapaockeviG / Preparation procedure

AvauiEte nepinov éva Tp{to apOAoL He 0TEATIKS Payvriolo, KaToémy TEAKN. EvowuaTwoTe dladoykd ta
AAAa 800 Tpita. AvauEn 15-30 min avaAoya JE MOCOTNTA O AVAU(KTN KIWWOOUEVOL OWHATOC 1 Lydlo pévo
Yyl hLkpég moodtnTeG. [1, 3]

Mix about one third of the starch with magnesium stearate, then talc. Incorporate the remaining two thirds
successively. Mix for 15-30 min depending on quantity in a tumbling mixer, or a mortar for small quantities
only.

Mapatnpnoelg / Notes

AEV TEKUNPLWVETAL £8LKO oTOLXE(DO OTLG TINYEC oL €EeTAoTNKAY. 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.

Zuokevaoia kaL VALKa / Packaging and materials

AdLapavéc BAlo oe bpoaepd, Enpd xwpo. Agv divetal aplBUnTLkS €0pog. [1]

Opaque jar in a cool dry place. No numerical temperature range is given.

Ynodewypa eTikétag / Label specimen

Exboxo kayakiwv 2 EX014

MNeplekTikOTNTO/MAPAAAQYH: Moogétnta:

NoapTida: Napaokevn: Xprion €wg:

MNa epyaoctnplakn evowpdtwon / For incorporation during compounding
AoocoAoyla/odnyleg:

dOAaEN: AdLagpavég BAalo os dpoaepd, Enpd xwpo. Asv blveTtal aplBunTtikd 0pog. [1]

Capsule diluent 2 EX014

Strength/variant: Quantity:

Batch: Prepared: Use by:

MNa epyaotnplakn evowudtwon / For incorporation during compounding
Dose/directions:

Storage: Opaque jar in a cool dry place. No numerical temperature range is given.

M£0obol eAéyyovu / Quality-control methods

Aevkn KéviG. [1]
White powder.

®OAa&n / Storage conditions
Ablagavég B&lo oe dpooepd, ENpd xwpo. Asv dlveTtal apBuntikd €0pog. [1]

Opaque jar in a cool dry place. No numerical temperature range is given.

Ewlbi1kég 0bnyiec 61aBeong / Dispensing instructions

Agv TeKUNPLWVOVTOL EMMAE0V €8IKEC 0Onylec mépa amd TNV 066, TN PUAAEN KAl TIC MAPATNPATELG TNG
mNyN¢. ZuunmAnpwvovtal 0abevrig, doooAoyia kal odnyieg ocOUPWvVA Ye 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.
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BiBAloypagikég avagpopécg / References

[1] FN/2003/EX/014 EXCIPIENTE N.2 2 PARA CAPSULAS. FN/2003 * nAekTpovikd ke{uevo pe NIPO 202072022 / electronic text
with NIPO 2020/2022 PDF pp. 2. Al. EAeyxog / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_014.pdf

[2] PN/L/PG/002/00 INDUMENTARIA. Awa®¢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_l_pg_00
2 00.pdf

[3] PN/L/OF/002/00 MEZCLADO DE POLVOS. Atabéotpo ke{pevo / Retrieved text PDF pp. 1-6. Al. EAeyyog / Checked
2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-operaciones-farm
aceuticas/pn_|_of 002_00.pdf

Ol avaAuTikéG uéBodol ouvoyiCovTal. MNa eKTEAETN AMALTOOVTAL TA A PN TMAPATIEUMOPEVA KEPAAALA,
avTIdpaoTApPLa KOl KPLTHPLA KATAAANAOTNTOC CLOTHHATOC.

Analytical methods are summarised. Execution requires the full referenced chapters, reagents and
system-suitability criteria.

compounding.gr CGR-ES-050 | 5


https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_014.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
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-operaciones-farmaceuticas/pn_l_of_002_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-operaciones-farmaceuticas/pn_l_of_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
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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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