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ApalwTiKO A FTM - AakTOCn
Diluent A FTM - lactose

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

Movod&pLkr) AakTdéZn, MOAD Aemtr KOVLG 99.5¢g
Lactose monohydrate, very fine

KoAAoelbég dvudpo 6logeiblo mupttiov 059
Colloidal anhydrous silica

MNeprypag@n okevaopatog / Preparation description

Kévig ekb6xouv: ApalwTikd A FTM - AakTtdln. Mpdobeta KpLTApLla ELPAvIonG 6ev TeKUNPLWVOVTAL 0TO eEeTaoBéY
€101K6 Kelpevo.

Powder excipient: Diluent A FTM - lactose. Additional appearance criteria are not established by the specific text
reviewed.

References: [1]

Apaon kat xpAon / Action and use
Ek6oxo/Bdon yla TNV KaTAAANAN TEALKA MapaokeLr: anatte{tal éAeyXoC oupBaTtdTNnTAC.
Excipient/base for an appropriate final preparation; compatibility must be assessed.

References: [1]

Mpobiaypagéc / Specifications

H o0OvBeon Kat n TeALKA mogdTnTa akoAovBolv Tov mivaka (100 g). Aev Si{veTal €l61kd apBuNTIKS €0POC assay,
HikpoBLakol gopTiou | puoKoXNHLKOD eAEyXOL OTO €E€TAOBEY €16k Keluevo- Hev amnodidetal avbaipeTo 6pLo.

Composition and final quantity follow the formula table (100 g). The reviewed specific text gives no numerical
assay, microbial-count or physicochemical acceptance range; no unsupported limit is assigned.

References: [1]
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®wg / Light

Agv mapéxeTal EL6IKA QWTOOTABEPSTNTA TOL TEALKOU TPOIOVTOC. H amatToOUEVN QWTOMPOOTAC(O TOV MEPLEKTN,
epboov opiCetal, avagépetal atn POAAEN.

Finished-product photostability is not specified. Any required container light protection is stated under Storage.

References: [1]

Aépac kat o€eidbwon / Air and oxidation

Aev mapéxetal HEAETN 0EEWOWTIKAC 0TABEPOTNTAC TOL TEALKOD HiypaTtog o0Te anaitnon adpavolc atudéoealpac.
Tnpeitatl o mepLéKTNG TNG MNYAG.

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

References: [1]

Nepo kat SuaAvtotnTa / Water and solubility

Agv 6{veTal mMoooTIKS 6plo LEPOALTIKAG OTABEPATNTAG TNG CLYKEKPLEYNG o0vBeonc. H moodTtnTta Kot motdtnTa
VEPOL 6eV PHETABAAAETAL aTd TN CLVTAYH.

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

References: [1]

Yypaoia / Humidity

Agv dlveTal aplBunTiké 6pLo oxeTikiG vypaciag yla To TeEAkO okeDaopa. ATto@ebyovTtal SLaBpoxr MPWTWY LAWY
KOl HETAPOPA CUUMUKVWHUATWY 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 TeAkd okevaopa n mnyr opiCeL:
AgpoaTeyrc nepLékTng, 15-25 °C.

For the finished product the source specifies:
Airtight container, 15-25 °C.

References: [1]

pH kai cupBatoéoTnTa / pH and compatibility

Aev amnodidetal pH otnv Enpd popen. Tuxdv pH avaAuTikol ekXLA{OUATOC HETPATOL HOVO HE TNV KaBopLopévn
HéBobo.

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

References: [1]

AAAec aAAnAemidpaoselg / Other interactions

Agv opéxeTal MARPNG doKLUA cUPBATATNTAC TOL UiyHOTOC PE MPOoBeTA SPpaoTIKA 1] SlapopeTikd €kboxa. OL
LTIOKATAOTACELG analTolv XwpeLoTH 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 MovoidpLlkA AakTACn, MoAD Aemth KOvLG: 99.5 g.

¢ KoAhoeldég dvubpo 6logeiblo mupttiov: 0.5 g.

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

Identity and weighing basis:

* Lactose monohydrate, very fine: 99.5 g.

¢ Colloidal anhydrous silica: 0.5 g.

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 moptida avagopdg: 100 g. Mpwto ovotaTtikd: Movoddpikr) Aaktdln, MOAD Aenth KévLG, 99.5 g.
EAéyETE aveEdpTnTa TN XNULKA HOPQH, TG HOVASEC KAl K&BE KALMAKWaON mpwv and CoyLon.

QC evdLdpeTo, PEPEL eLBLEAKPLTN TAVTAHTNTA KAL GLYKEVTPWON: 6ev dlaTiBeTal wg TEAKS @dppako. H apaiwon A
npoagOrikn 6paoTtikic amnattel véo unoAoyloud ekbéxwv, ouvtrpnong Kat BUD. EAéyETe 6TL kKGBe eEapTWHEYN Bdon
€xeL anmodeopeLOEL.

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

Znuelo eAéyyou amnodéopevong: aveEdptntn enaAri®evon mg avd povéada, cuvoALlkol aplBuol HovEdwY Kat
MIkpOTEPNG T0YLONG. H opolopoppia palag v umokaBLoTd TNV opolopopeia MeEPLEKTIKOTNTAC OToL auTH
anatteltatl. Kataypdyte dladoxr YEWHETPLKAG apailwaong Kol ano@uyr SlaxwpLopol KoOvLWV.

Reference batch: 100 g. First ingredient: Lactose monohydrate, very fine, 99.5 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: [1], [6], [8]
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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

Agv evtoni{oTtnke l8LKA MelpapaTiky SldpKeLa TTOL Vo KAADTITEL OAGKANPN TNV akPLR oOVBEDN, TOV TEPLEKTN KOl
TN HMKPOBLOAOYLKH KATAAANASTNTA.

EmAeypEVOG YEVIKOG Kavdvag: €wg 180 nuépeg atoug 20-25 °C yia oTepe A N LBATIKA PN MOOLUN HOoPYH, UE
TEKMNPLWHEVN aw <0,6. H apyikr modtnta/vypacia, n npootacia and e(oodo vepold Kal N LOLKA KATAAANASTNTA
npénel va vrootnpi{Couv autrh TNV Katnyoplia.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and mapaokevr + emAeyUévn dldpKela, AREELC MPWTWY
LAWY KoL TuXGY CLVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog HeETA To dvolyua dev mapatelvel To cLvoAlké BUD. H
TEALKA NUEPOUNVI{O CUUMANPWVETAL YL TN CLYKEKPLEVN TIOPTIBA HETE TOUG EAEYYOULC.

O yevikdG kavédvag anoteAel ouvTNPENTLIKG dpLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTidac. H katnyopia ouvdéeTal he TNV TEALKA oOVBEDN, TN cuVTAPNON Kal TG EMTPENOUEVEG BepUoKpaoiec. H
TWUA aw 6gv MPoKOMTEL amnd To MOGoaTO VEPOUL H TNV AMWAELX KATA TN Efpavan. MNa tekunpiwaon xpnoluonotiote
SOP-014 kot F-006- yia €6Lkry aw, SOP-017 kot F-012.

Atevkpivion USP: 6ev anatte{tal pétpnon aw yla k&Be un otelpa napaockevr. H katnyopla pnopel va TekUnpLwOel
and TNV akpBri obvBeaon Kal KATAAANAQ AVTUMPOOWTELTIKE apadelypata- étav n odvbeon elvat aféBaln A
0PLOKH, MPOTIHATOL ELBLKA HETPNON HE KATAAANAN péB0DO. ZTNV Mapoloa €kdoon dev LTIAPYEL HETPNUEVN aw OVTE
anodeapevpuévn moptida. H Sldpkela Tov TEALKOD OKELAOPATOC KaTd Kavédva 6ev vepBaivel To evanouévov BUD
TWY EVOWHATWHEVWY YOANVIKWY Bdoswv/evBlapéowv. EEaipean xpetddetal eIk attioAdynon 4tL dev
ennPEedfeTal BLOPEVWC N PLOLKN, XNHLKA 1] HIKpoBLloAoylkr moldTnTa. KataypdyTte XwpPLoTd TeAKS 6plo,
nUeEpoUNVia MOUPAOKELAG TWVY EVOLOPETWY KoL TIpayHaTik nuepounvia ARENG Toug.

H FTM op(Tel yla To apatwTikd A tn ocuvtoudteEPn ANEN TWY MPWTWY LAWY. H TOALTIKA ava@opdc tngG ékdoong Hev
vnepBaivel 180 nuépeg kat MOTE TN cuvtopdTEPN MPayHaTikh AREN LALKoL f To BUD evowpaTWHEVOL EVOLAPETOU.

No specific experimental period was located covering the complete exact formulation, container and
microbiological suitability.

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.
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 clarification: aw measurement is not required for every nonsterile preparation. Category assignment may use
the exact composition and relevant representative examples; an uncertain or borderline formulation is best
assessed by a suitable specific measurement. This edition contains no measured aw or released batch. The final
preparation generally must not outlast the remaining BUD of its compounded bases/intermediates. An exception
requires specific justification that physical, chemical and microbiological quality is not adversely affected. Record
the final limit, intermediate preparation dates and their actual expiry dates separately.

FTM assigns Diluent A the earliest starting-material expiry. This edition’s reference policy does not exceed 180
days or the earliest actual material expiry or incorporated intermediate BUD.

References: [11], [5], [7], [9]
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Mpoamairtovpeva / Prerequisites

Agv anotteltal xwploth BAoN PE KWOLKS HNTPWOUL. TuxOv gunoptkd dxnUa MAPAUEVEL TO AKPLBEC KATOVOUALOUEVO
npotév tou nivaka.

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

References: [1]

EEomAlonog / Equipment

Zuyo6¢ KaTtdAANANG eAdxlotng C0ylong, youdi/omepog i opoyevonolnthc, 6oxela avaulEng, ondTouvAeg,
BepudueTpo dTav vnidpyeL 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

AelotpBriote to dLoge(blo mupttiov pe 2-3 g AakTéING. EvowuatwoTte otadlakd tnv vmdAoinn Aaktdln Ue
YEWMETPLKA apaiwan.

Triturate silica with 2-3 g lactose. Incorporate the remainder by geometric dilution.

References: [1]

Napatnpnoelg / Observations

H teAkn noodtnta eivatl n Bdon touv nivaka advBeong. Kataypdgovtal mpaypaTiky anddoon, TuXOv amWAELEG Kot
amoKA{OELG 0TO QUANO EKTEAEDNG.

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

References: [1]

MNeplékTNG KaL ovokevaoia / Container and packaging
EpunTikd KAELOTOG TIEPLEKTNG.

Airtight container.

References: [1]

MowoTikOG éAeyxoc / Quality control

ontikA e€€Taon ePEEvLoNG, OLOLOYEVELXG/CLVOOWHATWHATWY Kot TEAKAG pdlag. Agv evtonioTnke €WBLKA
EMKVPWHEVN aAVAALTIKE UEB0BOC YL TO TEALKS Uiypa aTtnv nyr. OL MPOTEWOPEVOL EVEOTIAPATKEVATTLKO( EAEYYOL
6ev vmokaBLoToOV assay 1] HIKPOoBLOAOYLKO éAeyxo éTaV amatTodvTaL.

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

Inspect appearance, uniformity/aggregates and final mass. No specific validated analytical method for the
finished mixture was located in the source. These proposed in-process checks do not replace assay or
microbiological testing when required.

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], [8]
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®0Aa&n / Storage

AgpoaTeyrc neptéktng, 15-25 °C.
Mo dudpkela mov anodidetal amnd yevikd kavéva, epapudleTal eMMALov n Bepuokpacia TNG emAeyuévng
Katnyoplag oto nedio BUD. H mnyr 6&v TekUNplwvel avbaipetec aAAayéc Bepokpaoiac.

Airtight container, 15-25 °C.
For a general-rule duration, also apply the temperature of the selected BUD category. The source does not
support arbitrary temperature changes.

References: [11], [4]

A1aOeon / Dispensing

Ev6ldueon Bdon yla epyaoctnplakn xprion. H evowpdtwon 6paotikig anattel véo éAeyyxo obvBeong, pH,
ouvtpnong kat BUD tou teAlkol mpoidévTog.

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

References: [1]

EmioApavon / Labelling

ApatwTkd A FTM - Aaktdln

Epyaotnplakn Bdon - 6xt dpeon xopriynon
MNoodétnta: _ Moaptido:

Moapaokevdotnke:  XpAon €wg:

AcBeviig / 66on / ouxvéTnTO:

®VOAaEN: AepooTteyriG mepLékTng, 15-25 °C.
©eppokpaoia yla To BUD autAg tng naptidag:

Diluent A FTM - lactose

Compounding base - not for direct administration
Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: Airtight container, 15-25 °C.
Temperature for this batch BUD: __

References: [1]

v9_controls / v9_controls

To apBunTiké 6plo oto apyelo elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPOoDTOBETELC. Agv €YEL
optotel BUD mpayuaTikAc mopTidag Katl 6ev éyxouv napaydel petprioelc aw. H akplBric obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TPEMEL val EYKPLOODVY YLl TN CUYKEKPLUEVN
epappoyn. H évap&n tou vrmoAoylopol BUD eival n évapEn tng napaokevic. Epapudletal To CLVTOUOTEPO
TEKUNPLWHEVO OpLo, HE XWPLOTO EAEYXO0 BldpKelaG HETA TO dvolyua. Ta dpta USP glval texvikd mAaiolo kot dev
napovotdfovtal wG eAANVIKY 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 EAANVLKA KOl ayYALKH anédoon/opydvwaon oTolxelwy TNG avaeepdpuevnc mNyng. Aev anoteAel enlonun petdgpaaon fi €ykplon Tou
€kdOTN.

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

[1] Formulaire Thérapeutique Magistral, édition 2010 - B-llI-1-a.7

2010 | PDF pp. 85 | master formula | 2026-10-14
https://www.fagg-afmps.be/sites/default/files/content/Matieres_premieres/FTM_Pharmaciens_Edition_2010.pdf

[2] PN/L/PG/002/00 INDUMENTARIA

AwoBéotpo keipevo / 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] 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
[5]1 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
[6] 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
[7]1 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
[8] 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
[9] USP - General Chapter <795> FAQs

Updated 1 November 2023 | Questions 52, 54-56, 60-62; PDF pp. 11-14 | Primary clarification of aw classification, extension prerequisites and
compounded-component BUDs; not automatic Greek legal adoption | 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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