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PevoTO aVvIOVIKO YOAGKTWHO O/W EX008

Fluid anionic O/W emulsion EX008

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

FAAQKTWHATOTMOLNTIKA KETOOTEAPLVALKY aAKOOAN TUTIOL B 159
Emulsifying cetostearyl alcohol Type B

Yypn napaeivn 59
Liquid paraffin

FALKEPOAN 59
Glycerol
Natplobyog napaddpoguBevloikdg peBLAETTEPQG 0.1g

Sodium methylparaben

KekaBapuévo vepd g.s.ad 100 g
Purified water

MNeprypag@n okevaopatog / Preparation description
H nnyn nmepLypd@el cUVEKTIKO OTIATIVO AEUKO YAAGKTWHA, Tapd Tov T{TAO «pevoTd».

The source describes a firm glossy white emulsion despite the title “fluid”.

References: [1]

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

References: [1]

Mpobiaypagéc / Specifications

H nnyn nepLypd@el cUVEKTIKO OTIATIVO AEUKSO YAAAKTWHA, Tapd Tov T{TAO «peLoTH».
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The source describes a firm glossy white emulsion despite the title “fluid”.

References: [1]

®wg / Light

Agv mapéxeTal 6IKA pWTOOTABEPOTNTA TOL TEALKOD TMPOIOVTOC. H aMaLTOOUEVN QWTOMPOOTAC( TOV MEPLEKTN,
epboov opiCetal, avagépetal atn GOAAEN.

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

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

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

H yAukepOAN avaptyvieTal He vepd. Autd 6ev kaBopl(Zel UikpoBLoAoyikr oTaBePSTNTA TOL OKELACTUATOG.
Yypr napaeivn: n avtiotolyn kabBapr mpwtn OAN KaTd JP lval MPakTIKA adldAutn oTo vePOd.

Glycerol is miscible with water. This does not establish product microbiological stability.
Liquid Paraffin: JP classifies the corresponding pure raw material as practically insoluble in water.

References: [2], [7]

Yypaoia / Humidity

Mo to TeAkd okebaopa n nyr opiCeL:
Adlagavég Balo, mpootaoia and vypaoia, <25°C.
Yypookotitkr) YAUKEPOAN- meplopioTe €kBeon TNG MPWTNG DANG OTNY LYpaoia.

For the finished product the source specifies:
Opaque jar, protect from moisture, <25°C.
Glycerol is hygroscopic; limit raw-material exposure to moisture.

References: [1], [2]

Oeppokpacia / Temperature

MNa to TeAkd okebaoua n nnyn opiCeL:
AdLapavég Balo, npootaaia amnd vypaoia, <25°C.

For the finished product the source specifies:
Opaque jar, protect from moisture, <25°C.

References: [1]

pH kai cvpBatétnta / pH and compatibility

Agv op{CeTtat €6kd €0pog pH TOL TEALKOD OKELATUATOG. Agv TipooTiBeTal pLOULOTAG PH XWPIG TEKUNPLWHEVN
oAAayr TnG obvBeang.

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

References: [1]
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AAAec aAAnAemidpaoelg / Other interactions
FALKEPOAN: emki{vduvn avTidpaon Pe LOXVPA OEELBWTLKA.
Glycerol: hazardous reaction with strong oxidising agents.

References: [2]

Eldika otolxeia cvotaTtikwy / Ingredient-specific information

FALKEPOAN: &dXpwHO, BLavyEg, MaxVUPPELATO KAl EVTOVA LYPOOKOTILKS LYPS. AvaulyvieTal Ue vEPS, aAAd elval
TMPOKTIKE adldAuTn o Aumapd Kot atBépla EAata.

Yypr napaeivn: mpwtn OAN LE XOPAKTNPELOUS SLAALTOTNTAG OTO VEPS «MPAKTIKE adldAvtn» KaTd JP.

FAUKEPOAN: mapaAaBr HE TALTOTNTA OPXLKOL MapaywyoD, MapTida Kat aELOTLOTO MOTOMOLNTIKO. A TG OXETIKEC
MPWTEG VAEG, To FDA ava@épel éAeyxo dlatBuAevoyAvkéAng (DEG) kat atBuAevoyAvkOANng (EG), kaBeuldg €wg
0,10% cOpewva Pe TNV €papuooTéa povoypapia. To 6plo agopd Tnv mpwTn VAN.

Glycerol: clear, colourless, viscous and strongly hygroscopic liquid. It mixes with water but is practically insoluble
in fixed and essential oils.

Liquid Paraffin: raw-material water solubility is classified as practically insoluble by JP.

Glycerol: 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: [2], [7], [8]

Mpootacia epyalopévwy / Staff protection

KaBapr poakpupdvikn epyaotnplakr evdupoaoia, KAALYN HOAALWY Kal YEvTia KaTd Tov XELPLOPS. ANy YOV TLWY
HETE and enudAvvan/ebopd.

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

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

EKTipnon kKivdéovovu / Risk assessment

ZuykekpLuévn moptida avagopds: 100 g. MpwTo ovoTATIKG: MAAAKTWHATONOLNTLKY KETOOTEAPUVALKY AAKOOAN
TOmov B, 15 g. EAéyEte aveEdpTnTa TN XNMUIKA HOPEH, TIC HOVASEC Kal KABe KALLdKkwaon npLv and CoyLon.
EAéyETe opoloyévela, oBwAoug, dlaxwplopd Kat mpayuaTiky anddoon npwv and vnodlaipean. H cuokevaoia mpénel
Vo EMILTPEMEL OPOLOUOPPN EQAPPOYH XWPIC ELdaywyr VEPOD OTO MEPLEXOUEVO.

KataypdyTte yla tnv TOMKA avdAuon moodTnTa avd napaokevr, ouxvotTnTa epyaoiag, dtdpkela avolkTol
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHATIKOTNTA TWY HETPWY EAEyXoL. AuTd elval otowxela etladbouv
™G agloAdynong- 6ev anodideTal mPooxNUATIKOG TEAKOG BaBudG Kwdivou.

©epuLkd aTddl0 TNG oLyKeKPLPEVNG Sladikaalac: eAEyETe BepudPETPO, TPOTIO BEPUAVONG, XPOVLKH SLdpKeLa Kot
arnopuyr vePBEpuavonG/anWAeLag dLaAdTn. To TéAog avAulEng dev TavTileTal pe TeEKUNPLWPEVN YOEN 1 A PN
opoyevomoinon.

2nuelo eAéyxouv amnodéapevong: delypa and avTLMPOoWTELTIKA onuela Kat and tnv apyxr/TéAog¢ MAApwWaOnC, UE
Kataypaer kabifnong fj SlaxwplopoL Kot enavadlacmopdc. EAEyETE 6TL N mpoBAenduevn AfYn amodi{del tnv
anattoOuevn moogdTnTa: N eEWTEPLKY opotopop@ia pévn TnG dev amnodelkviel opolopopPia SPAOTIKAG.

Reference batch: 100 g. First ingredient: Emulsifying cetostearyl alcohol Type B, 15 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.

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.

Sikalias Greek Formulary | Reference documentation 3



compounding.gr | 10.0 | 2026-10-14

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.

References: [11], [4], [12], [14]

ZuvOnkec mapaokevng / Compounding conditions

To avtiotolyo PN AEMPS opiCel Beppokpaoia xwpov 25 £ 5°C kat oxeTikr vypaoia =60%, ekTdC av n 6LKA
@OéppovAa amattel GAAa. Mpdkettal ya neptBdAiov epyaoiag, éxt yia Bepuokpaoia 8€puavong i pOAAENG.
TnpolvTaL n oelpd Mpoaodbrkng, n Oeppokpacia Kat oL xpdvol ov avaeépovtatl oTn Atadikaoia Mapaokevig. H
€16k povoypapia 5ev anoteAel MARPN HEAETN KATAAANAGTNTAG TOL TOMKOD XWPOUL/EEOTALOWOO.

The corresponding AEMPS SOP specifies room temperature 25 = 5°C and relative humidity =60%, unless the
particular formula requires otherwise. This is the work environment, not processing or storage temperature.
Follow the addition sequence, temperatures and times stated under Preparation Procedure. The specific
monograph is not a complete qualification of the local facility/equipment.

References: [11], [4]

Texkpnpiwon BUD / BUD rationale

Aldpkela otnv nnyr: 6 HAVEG LTIO TIC OLVBRKEC TNG MNYNAC.

H dudpketa avth elvat odnyla Tng ouykekpLuévng papuakomnolag/mnyng. Ztov mopdvta £Aeyxo dev emaAnBedTnKe
AR PNG MPWTOYEVAG LEAETN TIOL VA TEKUNPLWVEL TAVTOXPOVA XNHLKH, PUOLKHA KAl LKPOBLOAOYLKH EMEKTACN TNG
(dlag TeAkig obvBeong.

EMAEYEVOG YEVIKOG KOVOVAC: €WC 35 NUEPEC YL LOATIKA HOPPH HE KATAAANAO COOTNUA CLVTHPNONG OTNY TEALKN
obvBeon Kat pH. Xpnotponowjote 20-25 °C, 1§ 2-8 °C pévo dtav n nnyrn to emtpénel/anattel Kol n popen
MUPAPEVEL KATAAANAN. Agv entapkel N ovopaoia evég ouvTnNPENTIKOL €AV LTS €xel apalwOel, adpavomrolndel
HETOQEPOEL oE AAAN Qdon.

To épLo BLBALOYPaPLKAG ava@opdc tTng napoloag €kdoong elval n ouvtopdtepn HETAED TNG MapaATdvVW BLAPKELAG
mNyAG Kat Tou YeVkoL oplov. MNa napdtaon anatte{tal TekunEiwaon mov KAAOTTEL
SpaoTIKA/EKDOXO/MEPLEKTIKOTNTA, MEPLEKTN, Oepuokpaaia, HEO0B0 eVOELKTIKY OTABEPSTNTAC KAL, Yla LOATLKN
EMEKTAON, TNV AMOLTOOPEVN UiKpoBLloAoyikr Tekunpiwon. Epapuootéa enionun USP-NF povoypagia agloAoyeital
XWPLOTA 010 MAAPEG KE(PHEVS TNG.

Huepopnvia xpriong = n evwpitepn emtpentr nuepopnvia and napackevr + emAgypévn dldpketa, AREELG MPLTWY
VAWV KoL TUXOY CLUVTOUSTEPO TEKUNPLWHEVO OpLo. O Xpdvog PETA To dvolypa 6ev napateivel To cuvoAlkd BUD. H
TEAKH NUEPOUNVI{O CUPTANPWVETAL YLO TN OLYKEKPLUEVN TMapT{BA PETA TOLG EAEYXOULC.

O yevikdg kavédvag amnoteAel ouvTNPENTLIKO dpPLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
naptidag. H katnyopla cuvdéeTal pe TNV TEAK oOVBeon, TN OLVTAPNON KoL TLG EMTPENOUEVEG BEpoKkpaoiec. H
T aw 6gv MPoKOTTEL and To MocoaTéd vEPODL 1 TNV anWAsLa Katd tnv EApavaon. MNa tekunpiwon xpnoluonotiote
SOP-014 kot F-006- yia €16ikry aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw og kdBe un otelpo napaockedaopa. H tekunplwuévn tagwéunon tng
OLYKEKPLPEVNC a0vBeang umopel va xpnotpomnole{tal wg 06nydc: KataypdeeTal pntd we ekTiunon Kat éxL wg
pétpnon. Auei{BoAn 1} oplakr Tagwéunon anattel €16Lkd TEKUAPLO A KATAAANAN HéTPnon. H nuepounvia TeALKoOO
okevdopatog dev vepPaivel Tn dlaBéoun nuepopnvia TwWv N MAPACKELAOUEVWY CLOTATIKWY/BACEWY, EKTOC av
€xel voBeTnBel emapkAC 16K TeKUNPlwon yla TNV akpLBr TeAK obvBean.

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 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 aqueous extension. An applicable official USP-NF compounded
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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: [1], [10], [11], [13], [15]

Mpoamaitovpeva / 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 eAdylotng C0ylong, youdi/omepog i opoyevomolnthcg, 6oxela avadulEng, ondTouvAeg,
BeppdueTpo TV vidpxeL B€puavan, dpyava oykopéTpnong yia 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

Xwplote eAaldn Kot vdatikh edon. Katd PN/L/FF/002/00, epdoov anatteital 0épuavon, TAETE MARPWG TNV
eAoLWdN @don Kat e€pTE TNV LOATIKA oTNY (Bla Bepuokpaaia. MpooBéote LOATIKA TNV EAALLON KAl avadeloTe
pETPLa KaTd Pogn. Agv SlveTal €161k aplBunTky Beppokpacia.

Separate oil and aqueous phases. Under PN/L/FF/002/00, when heating is needed, fully melt the oil phase and
bring the aqueous phase to the same temperature. Add aqueous to oil phase and mix moderately while cooling.
No specific numerical temperature is given.

References: [1], [4]

Napatnpnoclg / Observations
Kataypdeetal n StapopeTikh Slatonwaon Tt{tAov/eppdvions: dev emvoe{tal aptdunTikd 6pLo LEWdouC.

The title/appearance wording differs; no numerical viscosity limit is invented.

References: [1]

MepLékTnG KalL cvokevaoia / Container and packaging
AdLagavéc Balo, mpootaoia and vypaoia, <25°C.
Opaque jar, protect from moisture, <25°C.

References: [1]
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MowoTikOG éAeyxoG / Quality control

H nnyr neplypd@el oLUVEKTIKG OTIATIVEO AeUKS YOAAKTWHA, TTapd Tov TITAO «peLaTH».

ZuunAnpwpatikol €éAgyyol Tou PN mov mopaméumneL n nmnyn:

Epgdvion kot pada. MNa oepéc naptidwv: ektaoiudétnTa PN/CP/003, TOMOC YahakTtwuatoc PN/CP/002, pH o O/W
PN/CP/001 kot pkpoBLoAoyikdg €Aeyyog RFE 5.1.4.

pH katd PN/CP/001: Katd kavéva pétpnon oto delypa xwplc mpoeneEepyaoia, ekTg €WOLKAG 0dnylag. MNa akpBn
pETPNON papuiOleTAL MOTEVOLOPETPLKY HEB0DOG RFE 2.2.3- ot Tawvieg neplopifovtal oe eAEy)XoLG Tov dev
anattoOv vynAn akpiBeLa.

ExktaowétnTa PN/CP/003: otabepr] noodtnTta delyuatog HETAED LAALVWY MAAKWY, dladoyikd Bdpn Kat xpdvol
KoBopLlopévol Tomkd: peTpodvtal 600 SldpeTpol Kot ovykpiveTat em@dvela €vavtt gopTiov. MpoTtelveTal
Beppokpaotakr petaBoAr £0,5°C. H nnyn 6ev d{vel KaBoALlké dpLo amodoxrG: aLTO TEKUNPLWVETAL TOTILKA.
EAEYXOC TMOALOALKWY TTPWTWY LAWVY: yla papHaKela, EAeyX0G KABe mapTidag | TeEKUNPLWEVN dlao@dAilon eAEyxoL
and aglénioto npopndevth katd FDA. H anAr] Tavtonoinon pe IR dev anokAeiel DEG/EG.

H uébodog, to éplo amnodoyxnc, N MPAYHATIKY TIUA KoL 0 EAEYKTAC KaTaypdgovTal XwpLtoTd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavdAnyn eAéyxwv xpeldleTal
alttioAdynon.

The source describes a firm glossy white emulsion despite the title “fluid”.

Additional tests from the referenced SOP:

Appearance and mass. For batches: spreadability PN/CP/003, emulsion type PN/CP/002, pH of O/W emulsions
PN/CP/001 and microbiological testing RFE 5.1.4.

pH under PN/CP/001: normally test the untreated sample unless otherwise specified. Accurate measurement
follows potentiometric RFE 2.2.3; strips are limited to checks not requiring high accuracy.

Spreadability PN/CP/003: fixed sample quantity between glass plates, with locally defined successive loads and
times; measure two diameters and compare area against load. Temperature variation of £0.5°C is suggested. The
source gives no universal acceptance limit; establish it locally.

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: [11], [4], [5], [6], [8], [14]

®0Aain / Storage
AdLagavéc Balo, mpootaoia and vypaoia, <25°C.
Opaque jar, protect from moisture, <25°C.

References: [1]

Awa0eon / Dispensing

AldBeon e oaer 066 xpriong, MEPLEKTIKOTNTA Kot nuepounvia xpriong. H moodtnTa avd epapuoyr Kot n
oLYVOTNTA CLUUMANPWYOVTOL CUUPWVA LE TN CLVTAYH.

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

References: [1]
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Enmionpavon / Labelling

Pevotéd aviovikd yardktwua O/W EX008

EEwTepkn xprion

MNoodétnta: _ Moaptido:

Moapaokevdotnke:  XpAon €wg:

AcbBevng / 8don / ouyvéTnTa: _

®OAaEN: Adlagavég BdCo, mpootacia and vypaoia, <25°C.
Avakwrote/enavadlaonelpete KaAd pwv and xprion.
©eppokpaoia yla To BUD auTtAg tng naptidag:

Fluid anionic O/W emulsion EX008

External use

Quantity: _ Batch:

Prepared: _ Useby:

Patient / dose / frequency:

Storage: Opaque jar, protect from moisture, <25°C.
Shake/redisperse well before use.

Temperature for this batch BUD:

References: [1]

v9 _controls / v9_controls

To aplBunTiké éplo oto apyeio elvat pévo 6pLo BLBALOYPAPLKAC avaopdc UTO TIC £LBLKEG TPODTOBETELC. Agv €xEL
oplotel BUD npayuaTtikAg maptidag kat dev £xouvv mapayOel petprioelg aw. H akplBric obvBeon, ta
TPOAMALTOOHEVQ, 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 BLdpKELag HETA TO Avolypa. Ta dpla USP elval texviké mAaiolo kat dev
nopovaldfovtal WG EAANVLKN vouoBeaoia.

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@epduevnc mNyNg. Aev anoteAel enlonun petdgpaaon i €ykpLon Tov
€kdOTN.

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

Mnyéc koL mapanopunég / Sources and references

[1] FN/2003/EX/008 EMULSION O/A FLUIDA ANIONICA

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_008.pdf

[2] FN/2003/PA/013 GLICEROL

Awabéoipo kelpevo / Retrieved text | PDF pp. 1-2 | raw material or occupational | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_013.pdf

[3] 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
[4] PN/L/FF/002/00 ELABORACION DE EMULSIONES

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

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuti
cas/pn_|_ff_002_00.pdf

[5] PN/L/CP/001/00 DETERMINACION DE PH
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AwoB€otpo kelpevo / Retrieved text | PDF pp. 1-5 | gc method | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_|_cp_001_
00.pdf

[6] PN/L/CP/003/00 DETERMINACION DE EXTENSIBILIDAD
AwoBéotpo keipevo / Retrieved text | PDF pp. 1-6 | gc method | 2026-09-10

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_|_cp_003_
00.pdf

[7]1 MHLW - Japanese Pharmacopoeia XVIII: Liquid Paraffin
JP XVIII, 2021; English text | Printed p. 1477; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[8] 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

[9]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

[10] 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
[11] lllinois 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
[12] 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
[13] 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
[14] 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
[15] 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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