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CGR-BE-025 | 10.0

NMIAGKTWHA VITPLKAG HLKOVACOANG 2% w/w

Miconazole Nitrate Emulsion 2% w/w

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: 50 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

Nitpikr pikovaloAn 1.009
Miconazole nitrate

PUBULOUEVO YOAAKTWHA KETOHOKPOYOANG FTM 49 g
Buffered cetomacrogol emulsion FTM

MpoanaiToVpeva / Prerequisites
CGR-BE-021 Buffered Cetomacrogol Emulsion FTM

Meplypa@n okevaopatog / Preparation description

FoaAGKTWH: TAAGKTWHA VITPLKAG HLKOVACOANG 2% w/w. MpdabeTa KpLTAPLX ELEEVIONG BEV TEKUNPLWVOVTAL OTO
eEeTaoBEY €1OLKO Kel(uevo.

Emulsion: Miconazole Nitrate Emulsion 2% w/w. Additional appearance criteria are not established by the specific
text reviewed.

References: [1]

Apaon kaL xpron / Action and use
AEPUATIKEG HUKNTLAOELG.

Cutaneous fungal infections.

References: [1]

Mpobiaypagéc / Specifications

Ievikd éplo FTM 2010: 90-110% tnG SnAwHévNG dpacTIkAG, kTG lOWKAC eEalpeanc (PDF geA. 15). Epapudlovtal
KoL OL EAEYYOL TNG QUPUAKOTEXVIKAG HOPPHG.

FTM 2010 general active-content range: 90-110% of declared amount unless specifically excepted (PDF p.15).
Dosage-form requirements also apply.
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References: [1]

®wg / Light

Agv mopéxeTal 6K eWTOOTABEPSTNTA TOU TEALKOU MPOIGVTOG. H amattoOEVn QUTONPOCTAC(O TOL MEPLEKTN,
€pboov opiletal, avagépetal atn POAAEN.

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

References: [1]

Aépac kaL o&eidbwaon / Air and oxidation

Agv apéxeTal HEAETN 0EEBWTLKAC oTaBePATNTOG TOL TEALKOD PiyuaTog o0Te anaitnon adpavolg atudopalpac.
Tnpeltal 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

Juotatikd tTnG Bdong CGR-BE-021: MpomuAgevoyAukdAn: n avtiotowyn kabapr mpwtn OAN Katd JP elval avapi&un
oTo vePo.

Component of base CGR-BE-021: Propylene Glycol: JP classifies the corresponding pure raw material as miscible in
water.

References: [6], [7]

Yypaoia / Humidity

JuotaTtikd T™NG Bdong CGR-BE-021: MpomuAevoyAUKOAN: LYPOOKOTILKH: KAE(VETE auéows To Soxelo HeTA TN Ajyn
NG anattoPEVNG MOGOTNTAG.
Yvotatikd TnG Bdong CGR-BE-021: MpomuAevoyAukdAn: n mpwtn VAN elvat LYPOOKOTIKA KATA JP.

Component of base CGR-BE-021: Propylene glycol is hygroscopic; close its container promptly after measuring.
Component of base CGR-BE-021: Propylene Glycol: the raw material is hygroscopic according to JP.

References: [5], [6], [7]

Oeppokpacia / Temperature

Mo to TeAkS okebaopa n nyr opiCeL:
FudAwn Kaotavdéxpwun eLéAn 60 mL: 15-25 °C.

For the finished product the source specifies:
60 mL amber glass bottle; 15-25 °C.

References: [1]

pH kait cupBatéTnTa / pH and compatibility

Agv op(Cetal eldlkd e0poC pH ToL TEALKOD OKELAOUOTOC. Agv TpooTiBeTal puBULOTAG pH XWPI(C TeEKUNPLWHEVN
aAAayr Tng obvBeonc.

No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.

References: [1]

Sikalias Greek Formulary | Reference documentation 2



compounding.gr | 10.0 | 2026-10-14

AAAec aAAnAemidpaoelg / Other interactions

Agv napéxetal TAAPNS S0k cuuBaTdTNTAC TOU UiyHaTOoG HE MpdobeTa dpaoTIKA 1 dLagopeTikd €kGoya. OL
LTIOKATAOTAOELG AMaLTOOY XWwPLoTh TeKUnpiwon.

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

References: [1]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

Tavtomnoinon kat Bdon Coylong:

¢ NuTplkr pgitkovaloin: 1.00 g.

¢ PUBULOUEVO YOAGKTWHO KETOHaKPOYOANG FTM: 49 g.

OL dnAwpéveg popeEg/moldTnTEG avrjkouy aTnY akpLBr abvbeon tTng MNyNAg.

ZuoTtaTiké TnG Bdong CGR-BE-021: MpomuAevoyAvkdAn (1,2-mpomnavodldAn): dypwuo, LEWdeC vypd avaulELuo pe
vePD, oL AELTovpYE( WG GLVBLAADTNG Kal LYPAVTIKG. H mapovaia TNG o€ kP MoodTNTa dEV anmodelkviEL EMAPKN
ouvthpnon.

ZvotaTiké tng Bdong CGR-BE-021: MpomuAgvoyAuKkAOAN: pwtn OAN HE XopaKTNELOPS dlaAvtdTnTaG 0TO VEPD
«avapi&un» kata JP.

Identity and weighing basis:

* Miconazole nitrate: 1.00 g.

» Buffered cetomacrogol emulsion FTM: 49 g.

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

Component of base CGR-BE-021: Propylene glycol (1,2-propanediol): colourless viscous water-miscible cosolvent
and humectant. A small amount does not establish adequate preservation.

Component of base CGR-BE-021: Propylene Glycol: raw-material water solubility is classified as miscible by JP.

References: [11], [5], [6], [7]

MpooTtacia epyalopévwy / Staff protection

KaBapr pakpuudvikn epyaotnplakr evduvpaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPS. ANy YOV TLWY
pETE amnd empdAvvon/eBopd.

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

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

ExTtipnon kivdovov / Risk assessment

ZuoTtaTtiké TnG Bdong CGR-BE-021: MpomuAevoyAukdAn: vmoAoy(Cetat n cuVoALKr ékBean amnd dAa Ta EEPHAKA,
Blwg og veoyvd, MadLd KATW TwWY 5 £TWY KAt ve@PLkA/NraTtikr SuoAsttovpyia. MNa and Tov oTduATOG XOPrynon:
mag/kg/nuépa = mg/mL x mL avd nuépa + B&pog kg.

JuyKeKpLUévn apTida avagopdc: 50 g. MpwTto cuoTaTikd: NLTPLKA HikovaldAn, 1.00 g. EAEyETe aveEdpTnTa TN
XNULKA HOP®H, TG HOVADEC Kal K&Be KALMAKwaon Tipv and Joylon.

EAEyETe opoloyévela, oBWAOULG, SlaxwpPLopud Kat mpayuaTikhg anédoon npv and vnodiaipeon. H cuokevaoia mpémnet
Va EMILTPEMEL OPOLOUOPPN EQAPHOYH XWPI(C ELoaywyr vEPOD OTO MEPLEXOIEVO.

KataypdyTe yla TNV Tomkr avdAvon moagdtnta avd napaokevr, ouxvotnta epyaciag, dldpKela avolkTol
XELPLOMOD, MBAVEC 0600G €KBEONG KL AMOTEAETUATIKOTNTO TWY HETPWY eAEy)OoL. AuTd elval atolyela elgédouv
NG aloAdynong: 6ev amnodibetal MPOooYNUATIKOG TEAKOC BaBUdC KLwbEOvoU.

Inueio eAéyxouv amodéapevong: delypa and avTLMPooWNEVTIKA onuela Kat and tnv apyri/TéAog¢ MAApwWaonc, e
Kataypaen kabi{fnong rf dlayxwplopol kat enavadlaonopdg. EAEyETe 6TL n npoPAendpevn Afjyn arnodidel Tnv
anoLtoOueVn MoodTNTA: N EEWTEPLIKH opolopop@ia pévn Tng 6gv amodelkvOeL opolopopeia SPAOTIKAC.

MepLéxel KNTOOTEAPULALKA 1 KNTUALKH AAKOOAN: urmopel va mpokaAéoeL Tomky depuaTik avtidpaon. A§LoAoyrjiote
KoL T® OLOTATLKE TNG XPNOlonoLlobuevNnG Bdong.
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Component of base CGR-BE-021: Propylene glycol: assess exposure from all medicines, especially in neonates,
children under 5 and renal/hepatic impairment. For oral dosing: mg/kg/day = mg/mL X daily mL + body weight in
kg.

Reference batch: 50 g. First ingredient: Miconazole nitrate, 1.00 g. Independently check chemical form, units and
every scale conversion before weighing.

Check homogeneity, aggregates, separation and actual yield before subdivision. Packaging should allow uniform
application without introducing water into the contents.

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.

Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
base in the assessment.

References: [1], [5], [6], [9], [11], [13]

ZuvOnkec nmapaockevnG / Compounding conditions

Mpw amnd avdugn: tavtonolnon XNUIKAG HopeAG Kal apTtidag kABe cuoTATIKOD, KaTaypaer BEWPNTIKWY
TOCOTATWY Kal éAeyxo¢ KabapldtnTtag Tov eEonAlopol. O BepuoKkpaoleg Katl N oelpd MPoadrikng lval avTtég TNG
napokdTw 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]
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Tekpunpiwon BUD / BUD rationale

Aldpkela otnv nyr: lotoptkn Sldpkela 6 HAVEG: HETA TO Avolypa 2 prveg. H ekdoxn xwpic cuvtnpnTikd: 7
NHEPEG.

H dudpketa avth elvat 0dnyla TNG CLYKEKPLUEVNG QappakoTol{ac/mNyAG. ZTov mapdvTa EAeyx0o dev emaAnBedTNKE
TAAPNG TIPWTOYEVAC MEAETN TIOL VO TEKPUNPLWVEL TAVTOXPOVA XNHLKH, QUOLKH Kol UIKPOBLOAOYLKA EMEKTOAON TNG
(6lag TeAkAC obvBeonc.

EmAEYHEVOG YEVIKOG KavOvaG: €wG 35 nuépeG yia LOATIKA HOPPH HE KATAAANAO cOOTNUA OLVTAPNONG TNV TEALKHA
obvBeon Kat pH. Xpnowdornotjote 20-25 °C, i 2-8 °C pévo étav n nnyr to enmttpénel/anottel Kat N popen
MoPAUEVEL KATAAANAN. Aev entapke( N ovopaaoia evdc ouvTnENTIKOL €4V aLTO €xel apalwbel, adpavorotndel
HeTa@ePBel o 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 KAADTITEL
OpPaOTIKA/EKBOYQ/MEPLEKTIKOTNTA, MEPLEKTN, Beppokpaaia, HEBOBO EVBELKTLKY OTABEPATNTAG KaL, YL LOATIKA
EMEKTAON, TNV AMALTOOMEVN HikpoBLloAoyLkr Tekunpiwon. Epapupootéa enionun USP-NF povoypagia agloAoyeital
XWPLoTd oto MAAPeC Ke{eVS TNG.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and mapaokevr + emAeyUévn dldpKela, AREELC MPWTWY
LAWY KoL TuXGY CLUVTOPOTEPO 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 ouvTNPENTLIKS dpLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTtidac. H katnyopla cuvdéeTal he TNV TEALKA oOVOEON, TN cuVTAPNON KAl TG EMTPENOUEVEG BEpUoKkpaaiec. H
TWUA aw 6gv MPoKOMTEL amnd To MOGoaTO VEPOUL H TNV AMWAELX KATA TN Efpavan. MNa tekunpiwaon xpnoluonotiote
SOP-014 kot F-006- yia €16ikr} aw, SOP-017 kat 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 obvbeon 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 EVOLOUETWY KoL TIpayHaTik nuepounvia ARENG Toug.

AldpBwan emAoyAc mapaAAayric v9: o mivakag neptéxel ouvtnpnuévn Bdon/06wp. To dplo avapopdc aLTAG TNG
napaAAayng eival €wg 35 nuépeg pévo epdoov vnootnpifetatl N cuvtAPNON 0TO TEALKS piypa. Ol 7 NUEPEG TNG
FTM a@opolv amokAEeLOTIKA TNV £kdoxr Xwpl{c ouvtnENTikd otoug 15-25 °C Kat anattoly EExwpPLoTh
Katayeypaupévn obvOeon. Aev HETAQEPETAL TO 7HUEPO OTN cguvTnpnuévn ekboxr) o0Te To 35UEPO TNV
aouvtApNTN. To 7AuEpo elvat 16tk LoTopikr 0dnyla FTM, éxt epapuoyr Tou yevikol kavéva 14 nuepwv o
Beppokpaoia dwuatiov.

Period reported by source: Historical validity 6 months; in-use 2 months. Preservative-free variant: 7 days.

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.

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 agueous 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 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
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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.

v9 variant-selection correction: the printed formula uses preserved base/water. Its reference ceiling is up to 35
days only where final-mixture preservation is supported. FTM’s 7 days at 15-25 °C applies exclusively to a
separately documented preservative-free formulation. Do not transfer 7 days to the preserved branch or 35 days
to the unpreserved branch. The 7-day period is a specific historical FTM instruction, not a room-temperature
application of the general refrigerated 14-day rule.

References: [11], [4], [8], [10], [12]

Mpoamaitovpeva / Prerequisites
Buffered Cetomacrogol Emulsion FTM: CGR-BE-021
Buffered Cetomacrogol Emulsion FTM: CGR-BE-021

References: [1]

EEomAlonog / Equipment

Zuyo6G KaTdAANANG eAdxLoTngG 0ylong, youdi/omepog i opoyevonolnthg, doxela avaulgEng, ondTovAEg,
BepudueTpo TV LTIAPXEL Bépuavan, 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

AelotpLBriote tn dpaoTikn e nepinov 5 g Bdong. Evowpatwote otadiakd tnv véAotrnn BAon KAl CUUNANPWOTE
ota 50 g epdoov anatte{Tal.

Triturate active with about 5 g base; progressively incorporate the remainder and adjust to 50 g if needed.

References: [1]

MNapatnpnioelg / Observations
Alatnpei{tal To vitplkd dAag, éxL n eAe0Bepn Bdon. Avakivnon mpw and xprion.
Retain the nitrate salt, not the free base. Shake before use.

References: [1]

MNeplékTNG KaL ovokevaoia / Container and packaging
daokitpvn yudAwn @lédAn 60 mL.
60 mL amber glass bottle.

References: [1]

MowoTikOG éAeyxoG / Quality control

Ievikd dpLo FTM 2010: 90-110% tnG SnAwHEVNG SpaoTIkAG, kTG WOIKAC eEalpeanc (PDF ageA. 15). Epapudlovtal
Kot oL EAEYXOL TNG QOUPUAKOTEXVIKAG HOPPG.

H néBobog, To 6pLo amodoynic, N MPAYHATIKA TIU Kal 0 EAEYKTAC KaTtaypdeovTal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavdAnyn eAéyxwv xpeltdleTal
attoAdynon.
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FTM 2010 general active-content range: 90-110% of declared amount unless specifically excepted (PDF p.15).
Dosage-form requirements also apply.

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], [11]

®0Aain / Storage
FudAvn KaoTavéxpwun eLEAN 60 mL- 15-25 °C.

60 mL amber glass bottle; 15-25 °C.

References: [1]

A1aOeon / Dispensing

AldBeon pe cagry 066 xpriong, MEPLEKTIKOTNTA Kal nuepounvia xpriong. H moodtnta avd spapuoyr Katl n
oLXVOTNTA CLUUMANPWYOVTAL COUPWVA UE TN CLVTAYH.

MepLéxel KNTOOTEAPLALKA 1 KNTLUALKH aAKOOAN- propel va mpokaA€éoel Tomkr depuaTikr avtidpaon. A§loloyriote
KOL T® OLOTATLKE TNG XPNOLomolobueYNG Bdong.

Dispense with a clear route, strength and use-by date. Complete amount per application and frequency from the
prescription.

Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
base in the assessment.

References: [11], [13]

Enmionpavon / Labelling

FoOAGKTWHO VITPLKAC HikovaldAng 2% w/w

EEwTeptkry xprion

Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AobBevric / 6éan / ouyvéTnTa:

®OAaEN: MTudAwvn kKaoTavdxpwWUn eLdAn 60 mL- 15-25 °C.

Avakriote/enavadloonelpete KOAG mpwv and xprion.

©eppokpaoia yla To BUD autAg tng naptidag:

MepLéxel KNTOOTEAPLALKA 1 KNTUALKH aAKOOAN: propel va mpokaA€éoel Tomkr depuatik avtidpaon. A§loloyrote
KoL T® OLOTATLKE TNG XPNOLomolobuevNnG Bdong.

Miconazole Nitrate Emulsion 2% w/w

External use

Quantity: _ Batch:

Prepared: __ Useby:

Patient / dose / frequency:

Storage: 60 mL amber glass bottle; 15-25 °C.

Shake/redisperse well before use.

Temperature for this batch BUD:

Contains cetostearyl or cetyl alcohol, which can cause local skin reactions; include components of the selected
base in the assessment.

References: [11], [13]
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v9_controls / v9_controls

To apBunTiké 6plo oto apyelo elval pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €YEL
opltotel BUD mpayuaTikAc mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBrigc obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N GUAAEN Kol Ta aTolxela eAéyyou PEMEL val YKPLOODVY YLl TN CUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapEn tng napaokevig. Epapudletal To GUVTOUGTEPO
TEKUNPLWHEVO 6PLo, PE XWPLOTO €AeyY0 BLdpKeELaG HETA TO dvolypa. Ta dpla USP elval texviké mAaiolo kat 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 andédoon/opydvwaon oTolxelwy TNG avaeepdpuevnc mNyng. Aev anoteAel enlonun petdgpaon fi €ykplon tTov
€kdOTN.

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

Mnyéc katL mapamnounég / Sources and references

[1] Formulaire Thérapeutique Magistral 2010 - D-I-3-b-2

2010 | PDF pp. 241-242 | 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

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]1 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
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