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PUOUIOMEVO YOAGKTWHA KETOMAKPOYOANG FTM

Buffered Cetomacrogol Emulsion FTM

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

KntooTteapuAlkr) aAKOOAN 2449
Cetostearyl alcohol

Ketopakpoyoin 1000 0.6g
Cetomacrogol 1000

EAaikOG HekuAeoTEPQG 649
Decyl oleate

MpomnuAevoyAukOAn 39
Propylene glycol

YopBikd KAALO 0.27 g
Potassium sorbate

ALodELvo pwogoplkd vaTplo BLOdpLkd 0.30g
Sodium dihydrogen phosphate dihydrate

dwopoptkd o&D, bekanAdola apaiwaon FTM, rj vopogeidlo vatpiov 1 M g.s. pH 5 BA. moodtnTa / see quantity
Phosphoric acid, FTM tenfold dilution, or sodium hydroxide 1 M

KekaBapuévo 08w g.s.ad 100 g
Purified water

MNeprypag@n okevaopatog / Preparation description

Huwotepen Bdon: PuBULOUEVO YOAGKTWHA KETOHaKPOYOANG FTM. Mpdobeta KpLthApla epedviong dgv
TEKUNPLWYOVTOL 0TO E€TAOBEY £LBLKO KelpEVO.

Semi-solid base: Buffered Cetomacrogol Emulsion FTM. Additional appearance criteria are not established by the
specific text reviewed.
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References: [1]

Apaon kaL xpron / Action and use
‘Exdox0o/Bdon yia TNV KATAAANAN TeAKN napaokevr- anatte(tal EAeyyxog cupfatdTnTag.
Excipient/base for an appropriate final preparation; compatibility must be assessed.

References: [1]

Mpobiaypagéc / Specifications
>t6x0G pH 5 €0poc¢ 4,5-5,5.
Target pH 5; range 4.5-5.5.

References: [1]

®wg / Light

Agv mopéxeTal 6K eWTOoTABEPSTNTA TOU TEALKOD MPOIGVTOG. H amattolEVn QUTONPOCOTAC(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 MapéxeTal 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
MpomnuAevoyAuvkdAn: n avtiotolyn Kabapr mpwTn VAN Katd JP elval avapi&iun oto vepd.
Propylene Glycol: JP classifies the corresponding pure raw material as miscible in water.

References: [4]

Yypaoia / Humidity

MpomuAevoyAuKAAN: LYPOOKOTILKH: KAE(VETE auéawe To doxelo HETA TN ARYN TNG anattoduevnc moodTnToC.
MponuAevoyAvkOAn: n mpwtn OAN elvatl vypookoriky Katd JP.

Propylene glycol is hygroscopic; close its container promptly after measuring.
Propylene Glycol: the raw material is hygroscopic according to JP.

References: [3], [4]

Oeppokpacia / Temperature

A€V TEKUNPLWVETAL ETILTPENTH BepPoKkpaolakr anmdkAlon  KOKAOG KatdywuEnc/amdyuEng. OL Bepuokpaaieg
TMOPAOKEVAG Kal UAAENG avapépovTal oTa avtioTolya nedia.

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

References: [1]
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pH kai ovpBatétnta / pH and compatibility

MpodLaypa@r Tou CUYKEKPLUEVOL OKELAOUATOG, 0L E0pOC amodedetypévne otabepdTnTaC:
>téx0¢ pH 5 €bpoc¢ 4,5-5,5.

Specification of this preparation, not a demonstrated stability range:
Target pH 5; range 4.5-5.5.

References: [1]

AAAeG aAAnAembpaoclg / Other interactions

Aev napéxetal mARPNS 60K ouuBaTtdTNTAC TOL PiyHaTOG UE MPSOBeTa dPAOTIKA 1 dLapopeTIkA €kBoya. Ot
LTIOKATAOTACELG amalTolv XwpLloTH Tekunplwon.

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

References: [1]

EwbiIkd otolxeia ovotatikwy / Ingredient-specific information

MpomnuAevoyAvkOAn (1,2-mpomavodldAn): dxpwuo, LEWOeC LypPd avaulELuo e vepd, ou Aettovpyel WG oLVBLAADTNG
Kot bypavTLkd. H mapovaia TNG o€ Pikpr MOodTNTA BEV AMOBEIKVOEL EMAPKH cLVTAPNON.

MpomnuAevoyAukdAN: MPWTN VAN HE XOPAKTNPELOUS SLAALTOTNTAC OTO VEPS «aVaELUN» KaTd JP.
MpomnuAevoyAukdAN: mapaAaBr HE TALTATNTA APXLKOD MapaywyoL, MaPTida Kol agLdémoTo maoTononTikéd. MNa T
OXETLKEG MPWTEC VAEG, To FDA avagépel EAeyxo SlatBuAevoyAukdOANc (DEG) kat atBuAevoyAukdAnG (EG), kaOguLdg
€w¢ 0,10% oOpQWva PE TNV EQapPooTéa ovoypagia. To dplo agopd TNV MPwTn OAN.

Propylene glycol (1,2-propanediol): colourless viscous water-miscible cosolvent and humectant. A small amount

does not establish adequate preservation.

Propylene Glycol: raw-material water solubility is classified as miscible by JP.

Propylene glycol: retain original manufacturer, lot and reliable certificate. For the applicable raw materials, FDA

describes DEG and EG testing, each limited to 0.10% under the relevant monograph. This is a raw-material limit.

References: [3], [4], [5]

NMpootacia epyalopévwy / Staff protection

KaBapr HOKPLUAVIKN EpyaoTnELakr evdupacia, KAALYN HOAALWY KoLl YAVTLA KATA TOV XELPLond. AAAQYH YAVTLWY
META amd emudAvvon/ebopd.

Xelploteite TN COyLoN Kot AstotpiBnon oe xwpo/dldtagn nov neplopi(Cel daomopd Koviwy, pe mpooTacia
0QOAAUWY- 0 TUTIOG AVATVELOTIKAG TIpooTaciag kabop(letal and tTn ocLYKeKPLUEVN €KBEDN.

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: [1], [2], [6]
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ExTtipnon kivdovov / Risk assessment

MpomuAEVOYAUKOAN: vntoAoy{CeTal N ouVOALKH €kBeon amd dAa Ta edpuaka, L6{wg og veoyvd, matdld KATW Twv 5
ETWVY Kal vepLkhA/Nnatikr duoAettovpyla. MNa and tov otépatoc xopriynon: mg/kg/nuépa = mg/mL x mL avd
nuépa + Bapoc kg.

ZuyKeKpLuévn apTida avagopdc: 100 g. MpwTto ocvoTtatikd: KntooteapuAlkr) aAKoOAn, 2.4 g. EAéyEte
aQVEEAPTNTA TN XNULIKA HopeH, TIC HOVvADEeC Kal KABe KAludkwaon mpv and Coywon.

Q¢ evdLldpeco, PEPeL eLBLEAKPLTN TAVTAHTNTA KAL CLYKEVTPWON: 6ev dlaTiBeTal WG TEAKS @dppako. H apaiwon A
npoaBrikn 6paoTikAg amnattel véo untoAoyloud ekbéxwv, ouvtrpnong Kat BUD. EAéyETe OTL kKGBe eEapTwWeVNn Bdon
€xeL anodeopuevOel.

KataypdyTte yla TNV TOomkr avéAvon moagdtnta avd napaokevr, ouxvotnTa £pyaciag, SLdpKeLa avoLlKTOD
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHOTIKOTNTA TWY HETPWY EAEyX0L. AuTd elval otowxela etlcdbouv
NG aloAdynong- 6ev amnodibetal MPOooYNUATIKOG TEAKOC BaBUdC KlwbOvou.

Oeppikd oTddLo TNG oLYKEKPLPEVNG dladikaoiag: eAEyETe BepudueTpo, TPOMo BEpUavVanG, XPovLkr dldpkela Kat
anopuyr unepBEpuavonc/anwAeLag dLaAdTn. To TéAog avdutEng dev TavtileTal pe TekKUNPLWPEVN YOEN A A PN
opoyevomno(non.

Znueio eAéyyov amodéopevons: EAEYETE CLUOOWHATWUATA, KPLOTAAAOLC, TOTILKEG BLAPOPEC LPNG KaL EAEDBEPO
LYPS HETE TNV OAOKARPWON TNG HUEBBBOL. KaTtaypdyte yewpeTpla avduEng, péyeboc naptidag Kol MPAYHATIKES
Beppokpaoiec: peTa@opd aplBpol oTPoPWY 08 GAAO avaULKTAPA 6ev amodelkviel Looduvauia.

MepLéxel KNTOOTEAPULALKA 1 KNTLUALKH) AAKOOAN: purmopel va MPokaA£oeL Tomkr depuaTikr avtidpaaon. A§loloyriote
KOL T® OLOTATLKE TNG XPNOLponolobuevnG Bdong.

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: 100 g. First ingredient: Cetostearyl alcohol, 2.4 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.

For this procedure’s heating stage, check thermometer, heating method, duration and prevention of
overheating/solvent loss. Completion of mixing does not establish cooling or complete homogenisation.

Release checkpoint: inspect aggregates, crystals, local texture differences and free liquid after completing the
method. Record mixing geometry, batch size and actual temperatures; copying rpm to another mixer does not
establish process equivalence.

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

References: [11], [3], [9], [11], [13]

ZuvOnkec mapaokevng / Compounding conditions

Mpw amnd avdugn: Tavtonolnon XNUIKAG Hop@en¢ Kal mapTtidag kABe cuoTATIKOD, KaTaypaer BEWPNTIKWY
TMOCOTATWY Kal £AgyX0G KaBapldtnTtag Tov e§omAlopol. Ot Beppokpaaieg kat n oelpd npoabrikng elval auTéG TNG
noapakdTw 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: [1], [6]

Sikalias Greek Formulary | Reference documentation 4



compounding.gr | 10.0 | 2026-10-14

Tekpunpiwon BUD / BUD rationale

Agv gvtomni{oTnke €8LKA MELPAPATIKA BLEPKELX IOV Vo KAAOTITEL OAGKANPN TNV akpLBA glvBeaon, Tov MEPLEKTN Kal
TN HLKPORLOAOYLKH KaTaAANASTNTA.

EmAEYHEVO YEVIKS v TATO OpLo avapopds: 35 NUEPEG Yo LBATLKA HOPPH PE KATAAANAN GLUVTHPNON OTNY TEALKH
obvBeon Kat 0to TeEALKS pH, otoug 20-25 °C f o€ oupBath YOEN 6tav auTh emTpéneTal. Agev elval HeEAETN
otaBepdTnTAC 00TE NUEPOUNVIA ATOSEOUELONG OLYKEKPLUEVNG TapTBag.

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

O yevikdG kKavédvag amnoteAel ouvTNPENTLIKO dPLo EMAOYAG Kot OXL MELPAMATIKA anddelgn otabepdTnTag TNG
naptidag. H katnyopla ouvdéeTal pe TNV TEAK oOvBeon, TN oLVTAPNON KoL TLG EMTPENOUEVEG BEpoKkpaoiec. H
T aw 6gv MPoKOTTEL and To MOooaTS VEPODL 1 TNV anWAsLa Katd tnv EApavaon. MNa tekunpiwon xpnoluonotioTe
SOP-014 kot F-006- yia €16ikry aw, SOP-017 kot F-012.

Altevkpivion USP: dev anatte{tal pétpnon aw yia kdBe pn otel{pa napaokevr. H katnyopla pnopel va TeKuNPLwOEel
and TNV akpLBr obvBeon Kal KATAAANAQ AVTLMTPOCWTEVTIKA Mapadelypata: dtav n obvbeon elvat aBéRain
oplaKr, MPOTIHATOL EL6LIKNA UETPNON HE KATAAANAN LUéBO0BO. ZTNY napoloa ékboan Hev umdpyel HETPNUEVN aw O0TE
anodeopevpévn mopTida. H Sldpkela Tou TEALKOD OKELAOUATOC KATA Kavdva dev vepBaivel To evamopévov BUD
TWY EVOWUATWHEVWY YAANVIKWY BAoswv/evolapéowy. EEaipeon xpetdleTtal €dikr attioAdynon 6TL 6ev
eNMNPEAZeTAL BUOHEVWIG N GUOLKH, XNHLKA A LikpoBLloAoyLkr moldTnta. KataypdyTte xwplotd TeAkd 6pLo,
NUEPOUNVIX MOPAOKELHG TWY EVOLAPETWY KAl MIPAYHATIKA nuepounvia ARENG TOLG.

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

Selected default reference ceiling: 35 days for an aqueous preparation appropriately preserved in its final
formulation and final pH, at 20-25 °C or compatible permitted refrigeration. This is neither a stability study nor an
approved batch release date.

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.

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

MpoanaiToVpeva / Prerequisites

Agv anatteltol ywplotrh Bdon He KWOLKO uNTPWou. Tuxdv eUNoplkd OYXNUA TIAPAUEVEL TO AKPLBEC KATOVOUOTOUEVO
npoidv Tou mivaka.

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

References: [1]

EEomAlopog / Equipment

Zuyo6¢ KaTtdAANANG eAdxLotng C0ylong, youdi/omepog i opoyevonolnthg, doxela avdulgEng, ondTovAeg,
BepudueTpo dtav vndpyxel O€puavaon, dpyava oyKopETPNONG yla moodtTnTeG mL.
BaBpovounuévo pHUETPO Kot KATAAANAQ PUBULOTIKA €AEYYOUL.
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Balance with suitable minimum weight, mortar/pestle or homogeniser, mixing vessels, spatulas, thermometer for
heated processes and volumetric equipment for mL quantities.
Calibrated pH meter and suitable check buffers.

References: [1]

M£00o60¢ nmapaokevnc / Compounding method

TAETe aAKOOAN, KETOPAKPOYOAN Kal eAaikd dekuAeoTEPa otoug ~70 °C. e 75 g Bpaopévou D6aTOC dlaAboTe
QPWOPOPLKS GAaG Kat TPOTUAEVOYAULKOAN. Ztoug 70 °C mpoabéote TNV LOATIKA OTNV EAALWdN PAON Kot
opoyevoroljote. MeTd tnv YoO&n npoobéote 1o copPLkd dlaAvpévo oe 5 g mpdogata Bpaouévou Kot YuxBEvTog
0daTog. PuBuiote pH kat TeAkA pda.

Melt alcohol, cetomacrogol and decyl oleate at ~70 °C. Dissolve phosphate and propylene glycol in 75 g boiled
water. At 70 °C add aqueous phase to oil phase and homogenise. After cooling add sorbate dissolved in 5 g
freshly boiled and cooled water; adjust pH and final mass.

References: [1]

Napatnpnoclg / Observations
To apatd pwaoeopikd mpoépyxetal and oE0 =85%, apalwévo dekamAdaola Katd FTM.
Dilute phosphoric acid derives from =85% acid diluted tenfold according to FTM.

References: [1]

MepLékTnG KalL cvokevaoia / Container and packaging

EmAoyn yia tomkr aEloAdynon: oteyavdé cwAnvdaplo rij 6oxelo NUIOTEPEWY UE KATAAANAN emévduan. Mpwv and
MAAPWON EAEYYXOVTOL KABAPLOTNTA, AKEPALOTNTA, OTEYAVOTNTA KOl CUMBATOTNTA LALKOU/MWHATOC. H €8LKA
pHovoypa@io BEV TEKUNPLWVEL CUYKEKPLEVO EUMOPLKO TIEPLEKTN.

Selection for local assessment: tight semisolid tube or jar with a suitable lining. Check cleanliness, integrity,
closure and material compatibility before filling. The specific monograph does not validate a particular
commercial container.

References: [1]

MowoTikOG éAeyxocg / Quality control

2téxo¢ pH 5- ebpog 4,5-5,5.

EAEYXOC TMOAVOALKWY TPWTWY LAWY: Yo gapuakela, EAeyxoc KABe mapTidac | TEKUNPLWPEVN Blag@dALan eAEyxoL
and aflénioto npounBevTr Katd FDA. H anAr tavtonoinon pe IR dev anokAeist DEG/EG.

H nébodog, To 6plo amodoxAC, N MPAYHATIKA TIUA Kol 0 EAEYKTAC KaTaypdeovtal xwplotd oto F-005. Anotuyia
Kplowng nmpodlaypaeric odnyel oe kapavtiva kat dtepedvnon katd SOP-015- n emavaAnyn eAéyxwv xpeltdleTal
attioAdynan.

Target pH 5; range 4.5-5.5.

Polyol incoming QC: pharmacies test each lot or ensure documented testing by a reliable supplier, as described by
FDA. IR identity alone does not exclude DEG/EG.

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], [5], [11]

®0AaEn / Storage

YupBaTédC, oTEYOVOC TIEPLEKTNG. MNa To uTd polnoBéoelc dpLo avaPopdc 35 NUEPWVY Xpnaotpomotovvtat 20-25 °C,
€VTOC TNG NYNAC 15-25 °C émov avtr opietat. EAéyxeTal N KATAAANASTNTA TNG TEALKIG cuVTHPNONG: BEV
anodi(deTal metpapaTiky dldpkeLa.
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Compatible tight container. For the conditional 35-day reference ceiling use 20-25 °C, within the source’s 15-25
°C where specified. Final preservation suitability must be supported; no experimental duration is assigned.

References: [1]

Awa0eon / Dispensing

Evbldueon Bdon yw epyaotnplakn xprion. H evowudtwon dpaoTtikig anattel véo éAeyxo obvBeong, pH,
ouvtApnong kat BUD tou teAtkol npoiévtog.

Meptéxel KNTOOTEAPUALKH | KNTLUALKH 0AKOOAN: prnopel va mpokaAéael TomkH depUaTIkh avtidpaon. AEloAoyriote
KOL TQ OLOTATLKA TNG XPNOLomololueYNnG Bdong.

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

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

References: [1], [13]

EmioApavon / Labelling

PUBLLOPEVO YOAGKTWHA KETOMOKPOYOANG FTM

Epyaotnplakr Baon - 6xt auean xopriynon

Moocétnta: _ Maptida:

MNapaokevdotnke: _ XpAon éwg:

AgBeviig / 86on / ouyvéTnTOo:

®OAAEN: 2-8 °C, peTd TNV enBeBaiwon KataAAnAdTnTOC YOENC.

©eppokpaoia yla To BUD auTtig tng naptidag:

Mepléxel KNTOOTEAPUALKH | KNTLUALKA 0AKOOAN: propel va pokaAéael TomLkA 6epUaTIikA avtidpaon. AEloAoyrote
KOl TA OLOTATLKA TNG XPNOlomnolovuevng Bdong.

Buffered Cetomacrogol Emulsion FTM

Compounding base - not for direct administration

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: 2-8 °C, after confirming suitability for refrigeration.

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, [7], [8], [13]

v9_controls / v9_controls

To apBunTiké 6plo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €xEL
optotel BUD mpayuaTikAg mopTidag katl 6ev éyxouv napaydel petprioelc aw. H akplBrig obvbeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N QUAAEN Kol Ta aTolxela eAéyyou TPEMEL val EYKPLOODVY Yyl 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 dvolypa. Ta dplta USP elval 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.

AveEAPTNTN EAANVLKA KOt ayYAKH andédoon/opydvwaon otolxelwy TnG avagepdpevng mNyng. Asv anoteAel enlonun petdepaon fi £ykpLon Tov
€kdOTN.
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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] Formulaire Thérapeutique Magistral 2010 - B-I-3-b.3-4

2010 | PDF pp. 54-55, 72 | 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 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] EMA - Questions and answers on propylene glycol used as an excipient, EMA/CHMP/704195/2013

9 October 2017 | Sections 1-3 and annex | ingredient facts | 2026-09-12

https://www.ema.europa.eu/en/documents/scientific-guideline/questions-and-answers-propylene-glycol-used-excipient-medicinal-products-hu
man-use_en.pdf

[4] MHLW - Japanese Pharmacopoeia XVIII: Propylene Glycol
JP XVIII, 2021; English text | Printed p. 1600; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[5] FDA - Testing of Glycerin, Propylene Glycol, Maltitol Solution, Hydrogenated Starch Hydrolysate, Sorbitol Solution, and Other High-Risk
Drug Components for Diethylene Glycol and Ethylene Glycol

May 2023, revision 1 | Recommendations; section on pharmacy compounding | raw material quality | 2026-09-12
https://www.fda.gov/media/167974/download

[6] 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

[7] 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
[8] 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
[9]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
[10] 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
[11] 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
[12] 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
[13] EMA - Excipients in the labelling and package leaflet, Annex Revision 5

Published 5 December 2025 | EN and EL worksheets: arachis oil, wool fat, cetostearyl/cetyl alcohol, chlorocresol | Current primary excipient
warnings; used as a scientific labelling reference, without claiming MAH obligations automatically apply to a compounded prescription |
2026-10-14

https://www.ema.europa.eu/en/documents/scientific-guideline/all-languages-annex-european-commission-guideline-excipients-labelling-pack
age-leaflet-medicinal-products-human-use-sante-2017-11668-revision-5_en.xIsx
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