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‘EKd0ox0 kayakiwv 1 EX013
Capsule diluent 1 EX013

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: 100 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

MLKPOKPUOTAAALKH KuTTOapivn 98.05¢g
Microcrystalline cellulose

KoAAoelbég dvudpo 6logeiblo mupttiov 195¢g
Colloidal anhydrous silica

MNeprypag@n okevaopatog / Preparation description
NeLKA KOVLG.
White powder.

References: [1]

Apdaon kaL xpRon / Action and use
Bdon rj BonBnTiké €k60X0 yla MEPALTEPW TIAPACKELEC. Agv vloBeTe(Tal To (6lo BUD peTd mpocsOriKn dpaoTIKAG.
Base or auxiliary excipient for further compounding. Its BUD is not adopted unchanged after adding an active.

References: [1]

Mpobiaypagéc / Specifications
NeLKA KOVLG.
White powder.

References: [1]

®wg / Light

lNa to TeAkd okebaopa n nnyn opiCeL:
AdLapavég Balo: mpoataaia and vnepBoAtkr BepudTNTA, GUECO NALOKS GWG KOl LYpaoia.
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For the finished product the source specifies:
Opaque jar; protect from excessive heat, direct sunlight and moisture.

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTABEPOTNTAC TOL TEALKOD HiypaTog o0Te anaitnon adpavolg aTtudéoealpac.
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 dtaAvTtéTnTa / Water and solubility

Agv 6{veTal mMOooTIKS Oplo LEPOAVLTIKAG OTABEPATNTAC TNG CLYKEKPLHEVNG o0vBeonGg. H moodTnTa Kot moldtnta
vePoL dev peTaBAAAETAL And TN guvTayh.

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

References: [1]

Yypaocia / Humidity

Mo to TeAkd okebaopa n nnyr opiCeL:
AdLagavéc BACo: mpootacia and vnepBoAlkr BepudTnTa, dUECO NALOKS QWC KoL Lypaaoia.

For the finished product the source specifies:
Opaque jar; protect from excessive heat, direct sunlight and moisture.

References: [1]

Oeppokpacia / Temperature

AEV TEKUNPLWVETAL EMTPENTH BepUOKpaTLlaKkr anmdkAlon f} KOKAOC KaTdywuEnc/anéyugnc. OL Bepuokpacieg
MOPACKEVNAC Kol QUAAENC avapépovTal oTa avtioTolya medla.

No permitted temperature excursion or freeze-thaw cycle is established. Processing and storage temperatures are
stated in their respective fields.

References: [1]

pH kait cupBatéTnTa / pH and compatibility

Agv anodidetal pH otnv Enpd poper. Tuxév pH avaAvTikoD EKXLAIOHATOG HETPATOL HdVO HE TNV KaBOoPLoUEVN
uéBobo.

No pH is assigned to the dry dosage form. Any analytical-extract pH requires the specified method.

References: [1]

AAAec aAAnAemidpaoelg / Other interactions

Agv opéxeTal MARPNG doKLUA cLPBATATNTAC TOL UiyHOTOC HE MPdoBeTa HpaoTIKA 1} SlapopeTikd €kboya. Ot
LTIOKATAOTACELG amaLlTolY XwPLoTh Tekunpiwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.

References: [1]
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Ewdika otolxeia cvotaTtikwy / Ingredient-specific information

Tavtonoinon kat Bdon Coylong:

* MkpOKpPUOTAAALKA KuTTApivn: 98.05 g.

¢ KoAAoelség avubpo 6loEeiblo mupttiov: 1.95 g.

Ol BNAWPEVEG Hop@Ec/moLldTNTEC avriikovy oTtnv akpBry obvBeon tng MNYrMG.

Identity and weighing basis:

* Microcrystalline cellulose: 98.05 g.

* Colloidal anhydrous silica: 1.95 g.

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

References: [1]

Mpootacia epyalopévwy / Staff protection

Kabapr HoKpUPAVLIKN EpyaoTnplakr evdupaoia, KEALYN HAAALWY KL YAVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvaon/eBopd.

Clean long-sleeved laboratory clothing, hair covering and gloves during handling; change gloves after
contamination or damage.

References: [11], [2], [4]

EKTipnon kKwvéovovu / Risk assessment

ZuyKeKpPLUEVN TapT{Ba avaeopdg: 100 g. MpwTo ovoTaTikd: MIKPOKPLATAAALKNA KuTTapivn, 98.05 g. EAEyETe
aveEdPTNTA TN XNUIKA Hoper, TIG HovAdeg Kal KABe KAludkwaon mpv and Coywon.

Q¢ €vBLApETO, PEPEL ELBLAKPLTN TAVTAOTNTA KAl CLUYKEVTPWON- 6ev SlaTiBeTal WG TEAKS pdpuako. H apalwon
npooBnkn dpactikig anattel véo vrmoAoylopd ekdOXwv, ouvtripnong kot BUD. EAEyETe 6TL KGBE e§apTwpevn Bdaon
€xeL anodeopevOEel.

Kataypdyte yla Tnv Tomkr avéAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKeLa avolkTol
XELPLOMOD, MBAVEC 0600G €KBEONG KAl AMOTEAECTUATIKOTNTO TWY HETPWY eAEy)XOoL. AuTd elval atolyela elgédouv
NG aloAdynong: 6ev amnodibetal mMPooYNUATIKOG TEAKOC BaBUdC KLwbOvoU.

Inueio eAéyxouv anodéapevong: aveEdptntn enNaAnBcvon mg avd povdda, cLVOALKOD aPLBUOL LOVABWY Kat
HkpdTEPNG COYLoNG. H opotopopeia pddag dev umokadLoTd TNV opolopopeia MEPLEKTIKOTNTAG 6oL ALTH
anotte(tal. Kataypdyte Sladoxr YEWHETPLKAC apaiwong Kal anoguyr SlaxwpeLopod KovLWy.

Reference batch: 100 g. First ingredient: Microcrystalline cellulose, 98.05 g. Independently check chemical form,
units and every scale conversion before weighing.

As an intermediate, label identity and strength clearly and do not dispense as a finished medicine. Dilution or
addition of an active requires new excipient, preservation and BUD calculations. Confirm release of every required
base.

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: independently verify mg per unit, total unit count and smallest weighable quantity. Mass
uniformity does not replace content uniformity when required. Document geometric dilution and prevention of
powder segregation.

References: [11], [7], [9]

ZuvOnkec mapaokevng / Compounding conditions

Mpw amnd avduEn: Tavtonolnon XNUIKAG HopeAC Kal mapTidag kABe cuoTATIKOD, KaTaypaer BEWPNTIKWY
TMOCOTATWY Kal £EAgyX0G KabapldtnTtag Tov e§omAlopol. Ot Beppokpaaieg kat n oelpd mpoadrikng elval auTéG TNG
nopakdTw 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.
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References: [11], [4]

Texkpunpiwon BUD / BUD rationale

Aldpkela otnv nnyr: 6 pAveg vmé TG oLVBRKEG TNG MNYHG.

H dudpketa avtr elvat 0dnyla TNG CUYKEKPLUEVNG QapHaKoToL{ac/MNYAG. ZToV MopdvTa EAeyX0 dev emaAnBelTNKE
AR PNG MPWTOYEVAG HEAETN TIOL VO TEKUNPLWVEL TALTAOXPOVA XNHLKH, PUOLKE KOl ULKPOBLOAOYLKH EMEKTACN TNG
(dlaG TeAkig obvBeong.

EmAeyHEVOC YEVIKOG Kavovag: €wg 180 nuépeg otoug 20-25 °C yia atepen 1§ Un LOATIKA PN MOOLUN HopQr], LE
TEKUNPLWHEVN aw <0,6. H apyikr mowdtnta/vypaoia, n nmpootacia and e(oodo vepold Kat N uOLKA KaTAAANASTNTA
npénel va vrootnpi{Couv avutr TNV Katnyopla.

To épLo BLBALOYPaPLKAG ava@opdc Tng napoloag €kdoong elval n ouvtopdtepn HETAED TNG MapaANdvVW BLAPKELAG
mNyAG Katl Tou YevkoL oplov. MNa napdtaon anatte{tal TeKunEiwaon mov KAAOTTEL
SpaoTIKA/EKDOXO/MEPLEKTIKOTNTA, MEPLEKTN, Oepuokpaaia, HEB0B0 eVOELKTIKN 0TABEPSTNTAC KAL, Yla LOATLKNA
EMEKTAON, TNV AMOLTOOPEVN UiKpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia agloAoyeital
XWPLOTA 010 MAAPEG KE(HEVS TNG.

Huepopnvia xpiong = n evwpitepn emtpentr nuepopnvia and napackevr + emAgypévn dldpketa, AREELG MPWTWY
LAV KoL TUXOV CLUVTOUSTEPO TEKUNPLWHEVO OpLo. O Xpdvog PETA To dvolypa 6ev napaTteivel To cuvoAlkd BUD. H
TEALKH NUEPOUNVI{O CUPTANPWVETAL YLO TN OLYKEKPLUEVN AP T{BA PETA TOLC EAEYXOULC.

O yevikdG kavédvag amnoteAel ouvTNPENTLIKO dpPLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAK oOVBEDN, TN OLVTAPNON KoL TLG EMTPENOUEVEG BEpoKkpaoiec. H
T aw 6gv MPoKLTTEL and To MocoaTd vEPODL N TNV anWAsLa Katd tnv EApavaon. MNa tekunpiwon xpnollonotiote
SOP-014 kot F-006- yia l6ikry aw, SOP-017 kot F-012.

H USP 6ev anattel pétpnon aw og kdBe un otelpo napackedaopa. H tekunplwuévn tagwéunon tng
OLYKEKPLPEVNG ag0vBeang umopel va xpnotpomnole{tal wg 0dnydc: kataypdeeTal pntd we ekTiunon Kat éxt wg
pétpnon. Auei{BoAn 1 oplakr Tagwéunon anattel €16Lkd TEKUAPLO | KATAAANAN HéTPnon. H nuepounvia TeALKOO
okevdopaTog dev vepPaivel Tn dlaBéoun nuepopnvia TWv N MAPACKELAOUEVWY CLOTATIKWY/BACEWY, EKTOC av
€xeL voBeTnOel emapkAC 16K TEKUNPlwon yia TNV akpLBr TeALK obvBeaon.

Period reported by source: 6 months under the source conditions.

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 180 days at 20-25 °C for a solid or nonaqueous nonoral-liquid form with supported aw
<0.6. Initial quality/moisture, exclusion of water ingress and physical suitability must support this category.

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.

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

MpoanaiTobpeva / Prerequisites

Agv anatteltal xwploth B&on pe Kwdkd pnTpwov. Tuxdv eunoptkd dxnua MapapéveL To aKPLBEG KATOVOUACOHEVO
npotév tou nivaka.
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No separately registered base is required. Any commercial vehicle remains the exact named product in the
formula table.

References: [1]

EEomAlonog / Equipment

Zuyo6¢ KatdAANANG eAdxlotng T0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avaulEng, ondTouvAeg,
BeppdueTpo dTav vidpxeL B€puavan, dpyava oykopéTpnong yla moodtnteg 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

Avaui€te éva tplto TNG MCC pe to KOoAA0ELBEC BloEeldlo mupLtiov. MpooBéoTte kKatl avapulETe dladoylkd to dedTEPO
kot Tpito TpApa tTng MCC. Xpbvog 15-30 min avdAoya pe ToagdTNTA, O AvaU{KTN KWWOOUEVOU CWHATOG 1, HbVO yLa
MLKpEG moodTnTEG, LySio.

Mix one third of the MCC with colloidal silica. Add and mix the second and final thirds successively. Use 15-30 min
depending on quantity, in a tumbling mixer or, for small quantities only, a mortar.

References: [1], [3]

Napatnpnoclg / Observations

H teAkr noodtnta elval n Baon tou nivaka advBeonc. KataypdgovTtal mpayuaTiky andédoon, Tuxdv amWAELEC KAl
QMOKA{OELG 0TO QUANO EKTEAEDNG.

The final quantity is the master-formula basis. Record actual yield, losses and deviations in the batch record.

References: [1]

MepLékTnG KaiL cvokevaoia / Container and packaging
AdLogavéc Balo- mpootaoia and vrnepBoAlkr BepudTnTa, AUECO NALOKS QW Kal bypaaia.
Opaque jar; protect from excessive heat, direct sunlight and moisture.

References: [1]

MoloTikO¢ éAeyxocG / Quality control

AeLKH KéVLG.

H péBodocg, to dplo amodoyrg, N MPaAyUaTIKA TMA KoL 0 EAEYKTAG KaTtaypdgovtal xwploTtd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdleTal
attioAdynan.

White powder.
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: [1], [9]
®0Aa&n / Storage
AdLagavéc Balo- mpootaoia and vrnepBoAlkr BepudTnTa, AUueco NALOKS QW Kal bypaaia.

Opaque jar; protect from excessive heat, direct sunlight and moisture.

References: [1]
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AwaOeon / Dispensing

Evbldueon Bdon yia epyaotnplakr xprion. H evowpdtwon 6paotikic anattel véo éAeyxo obvBeong, pH,
ouvTtApNong kat BUD tou teAtkol mpoidvTtog.

Intermediate base for compounding. Adding an active requires reassessment of the final composition, pH,
preservation and BUD.

References: [1]

EmioApavon / Labelling

‘Exdoxo kayakiwv 1 EX013

Epyaotnplakn Baon - OxL Gueon xopriynon

Nocétnta: _ Noptiba:

MNapaokevdotnke: _ XpAon éwg:

AoBeviig / 86on / ouyvéTnTa:

®OAOEN: AdLagavéc Balo- mpootaaoia and vnepBoAtkr BepudtnTa, AUueco NALAKS WC Kat bypaaia.
©eppokpaoia yla To BUD auTtig tng naptidag:

Capsule diluent 1 EX013

Compounding base - not for direct administration

Quantity: _ Batch: __

Prepared: __ Useby:

Patient / dose / frequency:

Storage: Opaque jar; protect from excessive heat, direct sunlight and moisture.
Temperature for this batch BUD:

References: [1]

v9 _controls / v9_controls

To aplBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avaopdc UTO TIC £LBLKEG TPODTOBETELC. Agv €xEL
oplotel BUD npayuaTtikAg maptidag kat dev £xouvv mapaxOel petprioelg aw. H akplBric obvBeon, ta
TPOAMALTOVHEVQ, 0 TIEPLEKTNG, N POAAEN KAl T oTolxela EAEYYOUL TIPETEL VO EYKPLOOUY YL TN OLUYKEKPLUEVN
epappoyr. H €vapgn tou vmoAoylopol BUD eival n €vapén tng napaokevg. Epapudletal To GUYTONSTEPO
TEKUNPLWHEVO 6pLo, PE XWPLOTO €AeyY0 BLdpKELaC HETA TO Avolypa. Ta dpla USP elval texviké mAaiolo kat dev
napovoldfovtal WG eEAANVIKY vouobeaia.

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.

AVEEGPTNTN EAANVLKN KOl ayYALKH andédoon/opydvwaon oToXelwy TNG ava@epdevnc MNYNG. Aev anoteAel enlonun petdgpaaon i €ykpLon Tou
€kdOTN.

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

Mnyéc ka1 mapanopunég / Sources and references

[1] FN/2003/EX/013 EXCIPIENTE N.2 1 PARA CAPSULAS

FN/2003 * nAekTpovikd kel{pevo pe NIPO 2020/2022 / electronic text with NIPO 2020/2022 | PDF pp. 2 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_013.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] PN/L/OF/002/00 MEZCLADO DE POLVOS

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-6 | preparation sop | 2026-09-10

Sikalias Greek Formulary | Reference documentation 6



T A compounding.gr | 10.0 | 2026-10-14

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-operaciones-farmaceuticas/pn_|_o
f_002_00.pdf

[4] 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

[5] 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
of USP <795> BUD framework; not Greek law | 2026-09-12

https://www.sos.state.tx.us/texreg/archive/June72024/Adopted%20Rules/22.EXAMINING%20BOARDS.html
[6] Illinois 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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