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CGR-ES-020 | 10.0

Mn 10VIKO YaAdKTWHa O/W 2 - EX011
Nonionic O/W Emulsion 2 EX011

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 18¢g
Cetostearyl alcohol

Yyprj mapagivn 12 g
Liquid paraffin

MoAvoopBLkd 80 259
Polysorbate 80

MpomnuAevoyAukOAn 59
Propylene glycol

Tuvtnpnuévo 6wp EX001 g.s.ad 100 g
Preserved water EX001

MpoanaiToVpeva / Prerequisites
CGR-ES-018 Preserved Water EX001

Meplypa@n okevaopatog / Preparation description
N€LKO YOAGKTWHO UE CUVEKTIKA c0CoTOON.

White emulsion of firm consistency.

References: [1]

Apaon kaiL xpAon / Action and use

Bdon rj BonBnTiké €k60X0 MAPACKELWY CGOUPWVA HE TOV T(TAO: N MPooBikn 6paoTikiG anattel EexwploTh
a&LoAdynon cupBatédTnTAG/0TAOEPSHTNTAC.
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Compounding base or auxiliary vehicle as named; addition of an active requires separate compatibility/stability
assessment.

References: [1]

Mpodiaypagic / Specifications
NeLKS YOAAKTWHO UE OLUVEKTIKA cbaTaaon.

White emulsion of firm consistency.

References: [1]

®wg / Light
MoAvoopBikd 80: n JP Tntd npootacia TNG mMpwTNS VANG aAmd TO PWG.
Polysorbate 80: JP requires light protection for the raw material.

References: [6]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTABEPOTNTAC TOL TEALKOD HiypaTog o0TE anaitnon adpavoldg 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 dtaAvtéTnTa / Water and solubility

MponuAevoyAvkOAn: n avtiotolyn kabapn MpwTn OAN KaTd JP elvatl avaplElun oto vepd.

Yypr napaeivn: n avtiotolyn kabBapr mpwTn VAN KaTd JP lval MPakTIK& adldAutn oTo vepd.

MoAvoopPikd 80: n avtioTtolxn kabapr MEWTN VAN KaTd JP elval avaul€Elun oto vepd.

Juotatikd TnG Bdong CGR-ES-017: MeBulonapaBévn: n avtiotowxn kabapr npwtn VAN KaTd JP elvat Alyo dtaAvth
0TO vEPO.

JuotaTtikd TG Bdong CGR-ES-017: MpomnuAonapaBévn: n avtiotolxn kabapr mpwtn OAN kKatd JP elvatl moAD Alyo
SlaAvtr oto vepd.

Propylene Glycol: JP classifies the corresponding pure raw material as miscible in water.

Liquid Paraffin: JP classifies the corresponding pure raw material as practically insoluble in water.

Polysorbate 80: JP classifies the corresponding pure raw material as miscible in water.

Component of base CGR-ES-017: Methyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as slightly soluble in water.

Component of base CGR-ES-017: Propyl Parahydroxybenzoate: JP classifies the corresponding pure raw material
as very slightly soluble in water.

References: [4], [5], [6], [10], [11], [12]

Yypaoia / Humidity

MNa to TeAkd okebaopa n nnyn opiCeL:

AdLagavég doxelo: <30 °C, npootaaia and vypacia.

MpomuAevoyAUKOAN: LYPOOKOTILKH- KA(veTE apéows To doxelo neTd TN AWn TNG AMALTOOUEVNG MOCOTNTOAG.
MpomnuAgvoyAukdAn: n mpwtn OAN elvatl LYPOOKOTILKY KaTd JP.

For the finished product the source specifies:

Opaque jar; <30 °C, protected from moisture.

Propylene glycol is hygroscopic; close its container promptly after measuring.
Propylene Glycol: the raw material is hygroscopic according to JP.
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References: [11], [3], [4]

Oeppokpacia / Temperature

Ma 1o TeAkd okebaopa n mnyn opiCeL:
AdLagavéc doxelo: <30 °C, npootacia and vypacia.

For the finished product the source specifies:
Opaque jar; <30 °C, protected from moisture.

References: [1]

pH kai cupBatoTnta / pH and compatibility

Aev op(CeTal €1d1kéd €0pog pH TOL TEALKOD OKELATHATOG. Agv TipooTiBeTaL PLOULOTHG PH XWPIG TEKUNPLWHEVN
aAAayr TnG obvBeanc.

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

References: [1]

AAAeG aAAnAembpaoclg / Other interactions

Aev napéxetal mARPNS 60K ouUBaTdTNTAC TOL PiyHATOG UE MPSOBeTa dPAOTIKA 1 dLapopeTIkA €kBoya. Ot
LTOKATAOTACELG amalTolv XwpLloTH Tekunpiwon.

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

References: [1]

Ewdikad otoxeia ovotatikwy / Ingredient-specific information

MpomuAevoyAvkOAn (1,2-mpomnavodléAn): dxpwpo, LEWoec LYPS avaulELpuo He vepd, ov AetTovpyel WG cLVBLAADTNG
Kot bypavTLkd. H mapovaia TNG og Pikpr MOodTNTA BEV AMOBEIKVOEL EMAPKH CLVTAPNON.

MPOTMULAEVOYAUKOAN: MPWTN VAN UE XOPAKTNPLOUS SLaALTOTNTAC 0TO VEPS «avaMELUN» KaTd JP.

Yypr napaeivn: mpwtn OAN HE XOPAKTNPELOUS SLaALTOHTNTAG OTO VEPS «MPAKTIKE adldAvTtn» Kot JP.
MoAvcopBLkd 80: mPwWTN VAN HE XAPAKTNPLOUS BLAALTETNTOC 0TO VEPS «avauiElun» katd JP. Mpootacia mMPwWTNG
OANC amd ewg.

MpomuAeEVOYALKOAN: mapaAafr HE TALTOTNTA ApXlkol apaywyoL, mapTida kat aldémoTo motonolnTikéd. MNa Tig
OXETIKEG MPWTEG UAEG, TOo FDA avagépet EéAeyxo dLatBuAevoyAukOAnG (DEG) kat atBuAevoyAvkdAng (EG), kaBeuLdg
€w¢ 0,10% oOpgwva HE TNV EQapuooTéa povoypagia. To éplo agopd Tnv mMpwTn VAN.

2uoTaTiké TNG Bdong CGR-ES-017: MeBuAomapaBévn: mpwtn OAN PE XaAPAKTNPLOWS SLaAuTtdTNTAC OTO vEPS «AlyO
SLaAvTA» Katd JP.

YvotaTiké tng Bdong CGR-ES-017: MpomuAonapaBévn: mpwtn OAN HE XopaKTNPELOWS dlaAvtdTNTAG OTO VEPD
«TOAD Alyo SlaAvthA» Katd JP.

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.

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

Polysorbate 80: raw-material water solubility is classified as miscible by JP. Protect the raw material from light.
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.
Component of base CGR-ES-017: Methyl Parahydroxybenzoate: raw-material water solubility is classified as
slightly soluble by JP.

Component of base CGR-ES-017: Propyl Parahydroxybenzoate: raw-material water solubility is classified as very
slightly soluble by JP.

References: [3], [4], [5], [6], [7], [10], [11], [12]

Sikalias Greek Formulary | Reference documentation 3



compounding.gr | 10.0 | 2026-10-14

NMpootacia epyalopévwy / Staff protection

Kabapr HoKpUPAVLKN 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: [1], [2], [8]

EKTipnon kKwvéovovu / Risk assessment

MpomuAEVOYAUKOAN: vrtoAoy{Cetal N ouVoALKH €kBeon amd OAa Ta pdpuaka, L6{we og veoyvd, matdld KATW Twv 5
ETWV KoL veppLkA/nnatiky duoAettovpyla. MNa and tov otdéuatog Xopriynon: mg/kg/nuépa = mg/mL X mL avd
nuépa + Bapocg kg.

ZuykekpLuévn moptida avagopdg: 100 g. Mpwto ovotaTtikd: KntooteapuAlk aAkodAn, 18 g. EAéyEte aveEdptnta
TN XNMWKA Hoper, TG HOVAEdEeC Kal KABE KALUdKwaon pwv amnd COyLon.

Qc evdLdpeTo, PEPEL eLBLEAKPLTN TAVTAHTNTA KAL GLYKEVTPWON: 6ev dlaTiBeTal wg TEAKS @dpuako. H apaiwon A
npoagBrikn 6paoTtikic amnattel véo unoAoyloud ekbéxwv, ouvtrpnong Kat BUD. EAéyETe OTL kKGBE eEapTWHEYN Bdon
€xeL amodeopeLOEL.

KataypdyTe yla TNV TOMKA avdAuon moodTnTa avd mapaokevr, ouxvotnTa epyaoiag, dtdpkela avolkTtol
XELPLOMOD, TBAVEG 00006 €KBEONG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYXOL. AuTd elval atolela elaédov
NG agloAdynaong: 6ev amodidetal MPooXNUATIKAC TEALKOG BaBUdC KlvdOvou.

©epuULlkd 0TAdL0 TNG oLyKeKPLPEVNG Bladikaalac: eAEyETe BepudPETPO, TPOTIO BEPUAVONG, XPOVLKH SLdpKeLa Kot
anopuyr LEPBEpUavVONG/anWAELAg dLaADTN. To TéEAoC avAulEng dev TavTileTal pe TeEKUNPLWEVN YOEN 1 A PN
opoyevormoinon.

Inueio eAéyxouv amodéapuevong: eAEYETE CUOOWHATWHATA, KPUOGTAAAOLG, TOTILKEG BLAPOPEC LPNAG KAl EAEVBEPO
LYPS6 HETAE TNV OAoKARpwaon TNG pEBSdoL. Kataypdyte yewpeTpla avdpgng, péyebog napTidag Kal MPAyHATIKEG
OepUOKPAO(EG: HETAPOPA apLlBUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Looduvauia.

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, 18 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.

References: [11], [3], [14], [16]

ZuvOnkec mapaockevnG / Compounding conditions

Mpw amnd avdulEn: Tavtonoinon xNUIKAG HOPPAC KAl MapTidac KABE cLOTATIKOD, KATAYPAPH BEWPNTIKWY
TOCOTATWY Kal EAEyY0oC KabapldtnTtag Tou eEonAlopol. OL Bepuokpaciec Katl N oelpd MPoaBAKNG elval avTéG TNG
napakdTw Sladikaoiag.

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], [8]
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Tekpunpiwon BUD / BUD rationale

Aldpkela otnv nnyr: 6 HAVEG.

H dudpketa avth elvat 0dnyla TNG CUYKEKPLUEVNG QappaKkoTol{ac/mNYAG. ZTov mMapdvTa EAeyx0o dev emaAnBedTNKE
A PNG MIPWTOYEVAG LEAETN TTOL VA TEKUNPLWVEL TALTAOXPOVA XNHLKH, PUOLKE KOl UIKPOBLOAOYLKH EMEKTACN TNG
(6lac TeAkAC obvBeonc.

ETLAEYHEVOC YEVIKOG Kavovag: £we 35 nuépeg yia udaTik Hoper HE KATAAANAO oOOTNUA CUVTAPNONG OTNY TEALKH
o0vBeon kat pH. Xpnatpomnowjote 20-25 °C, A} 2-8 °C pévo dtav n nnyr To emTpénel/analtel kat n Hopen
MoPAUEVEL KATAAANAN. Aev entapkel N ovopaoia evdc ouvtTnENTIKOL £4v aLTO €xel apalwbel, adpavoroinOel
peTagepOel o GAAN pdon.

To éplo BLBALOYPAPLKIG ava@opdc TnG napovdoag €kdoong elval n cuvtoudTePN HETAED TNG MoPATIAVW BLAPKELAG
TNYAC Kal Tou yevikoD oplov. MNa napdtaon anatte(tal Tekunpiwon mov KAADTITEL
SpaoTIKA/EKDOXQ/MEPLEKTIKOTNTA, TIEPLEKTN, Oepokpacia, LEO0DO evdELKTLKH 0TABEPOTNTAC KaL, Yla LOATLKNA
EMEKTOON, TNV AMALTOOPEVN HIKpoPBLoAoyik Tekunpiwan. Epappootéa enionun USP-NF povoypaoia agloloyeitatl
XWpPLoTd oto MAAPeC Ke{pnevd TNG.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and noapaokevr] + emAeyUévn dldpkela, AREELC MPWTWY
VAWV KoLl TUXOY CLUVTOUSTEPO TEKUNPLWHEVO OpLo. O XpdvoG PHETA TO Avolypa 6ev mapaTteivel To cuvoAlkd BUD. H
TEALKA NUEPOUNVI{O CUUMANPWVETAL YL TN GLUYKEKPLEVN TIOPTIBA HETE TOUC EAEYYOULC.

O yeVIKOG Kavovag anoTeAel ouvtnpeNTkd Oplo emMAOYAC Kol OXL MELpapaTIK anddelEn otabepdTNTAC TNG
napTidag. H katnyopila cuvdéetal pe TNV TEAKA aOVOEDN, TN oLVTAPNON Kal TG emTPeNOUEVEG Bepuokpaoieg. H
TIUA aw 6gv MPoKOMTEL amd TO MOG0CaTO VEPOU A TNV AMWAELX KATd TNV EApavan. MNa tekunpiwaon xpnotponotiote
SOP-014 kot F-006- yia €l6ikrj aw, SOP-017 kat F-012.

H USP 6ev anattel pétpnon aw o€ kdBe un otelpo napaockedaoua. H tekunplwuévn tagvéunon tng
OLYKEKPLPEVNG o0vBeong unopel va xpnaotpomotle{tal wg 0dnydc: Kataypdeetal pntéd wg ekTinon Kot XL WG
pétpnon. Auei{BoAn fj opltakr Ta€vounon amnattel l6iké tekuriplo j KATAAANAN wétpnon. H nuepounvia TeAltkol
okevdopatog dev vnepPaivel Tn dlaBéoun nuepopunvia Twv RdN MAPACKEVACUEVWY CLOTATIKWY/BATEWY, EKTOG Qv
€xeL voBeTNBel enapkrg e8Ik TekUNP{won yla TNV akpLBr TeAkr obvBeon.

Period reported by source: 6 months.

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 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], [9], [13], [15], [17]

Mpoamaitovpeva / Prerequisites
Preserved Water EX001: CGR-ES-018

Preserved Water EX001: CGR-ES-018
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References: [1]

EEomAlopog / Equipment

Zuyég KaTtdAANANG eAdxloTng COyLong, youdi/Omepog A opoyevonolnTthg, doxela avdulgng, ondTtovAeg,
BepudueTpo dtav undpyel O€ppavan, dpyava oyKopéTpNong yla noodtnteg 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£0ob60¢ mapaokevng / Compounding method

OepudveTe TIC 600 PATel oTouG 60-65 °C Kal epapudate to yevikd PN/L/FF/002/00. To moAvgopBikd avAKEL TNV
véaTIkA edon.

Heat both phases to 60-65 °C and apply general procedure PN/L/FF/002/00. Polysorbate is assigned to the
aqueous phase.

References: [1]

Napatnpnioclg / Observations

H teAwkr mogdétnta elval n Bdon tou mivaka obvBeonc. Kataypdgovtal mpayuaTiky andédoaon, Tuxdv anwAELEG Kal
anokA{oELlC 0TO QUAAO EKTEAEDNG.

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

References: [1]

MNeplékTnNG KaL ovokevaoia / Container and packaging
AdLagavécg doyelo- <30 °C, mpootacia and vypaoia.
Opaque jar; <30 °C, protected from moisture.

References: [1]

MowoTikO6G éAeyxoG / Quality control

NA€LKO YOAGKTWHO UE CLUVEKTIKA c0aTOON.

EAeyX0G MOAVOALKWY MPWTWY LAWVY: Yo papUaKe(a, EAeyX0oG KEBe mapTidag | TEKUNPLWHEVN dlac@dALlan eAEyxoL
and a&lénioto npounBevtr Katd FDA. H anAr tavtonoinon pe IR dev anokAeiet DEG/EG.

H néBobog, To 6pLo amodoyrc, N MPAYHATIKA TIUA Kal 0 EAEYKTAC KaTtaypdeovTal xwplotd oto F-005. Anotuyia
Kplowng mpodlaypa@rc odnyel o kapavtiva Kat dtepebivnon katd SOP-015- n emavadAnyn eAéyxwv xpeldleTal
attoAdynon.

White emulsion of firm consistency.

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], [7], [16]

®0Aa&n / Storage
AdLagavéc doxelor <30 °C, npootacia and vypaoia.
Opaque jar; <30 °C, protected from 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

Mn oviké YyoAdkTwua O/W 2 - EX011

Epyaotnplakn Baon - OxL Gueon xopriynon

Nocétnta: _ Noptiba:

MNapaokevdotnke: _ XpAon éwg:

AoBeviig / 86on / ouyvéTnTa:

®OAOEN: AdLagavéc Boxelor <30 °C, npootacia and vypaoia.
©eppokpaoia yla To BUD auTtig tng naptidag:

Nonionic O/W Emulsion 2 EX011

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

Prepared: __ Useby:

Patient / dose / frequency:

Storage: Opaque jar; <30 °C, protected from 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/011 EMULSION O/A NO IONICA 2

2003 | PDF pp. 2 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_011.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] 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
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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] MHLW - Japanese Pharmacopoeia XVIII: Liquid Paraffin
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