compounding.gr | 10.0 | 2026-10-14

CGR-ES-047 | 10.0

FAAGAKTWHA VEPOU og oLALKOVN EX006

Water-in-silicone emulsion EX006

TeAkr} BLBALOYpa@Lkr) avagopd / Final reference document

OploTIKA oLVVTAKTIKA anoégaon / Final editorial decision

Oplotikr BLBALOYpa@Lkr eyypaer avdntuEng BAong - 6ev anoteAel eKTEAETLUO TTPWTOKOAAO.

H EX006 6gv TavTtomolel TNV avToyaAoKTwHaTonotovuevn Bdon othtkévng 5%. H ovopaaoia avtr dev emapkel ya
emAoyr npolévTtoc, evepyol MePLeKTIKOTNTAC | HEBSSoL. H oOvBeon mapapével BLBALOYpa@LKr avapopd
QVATITLENG. ZUYKEKPLUEVN EUMOPLKE LAOTIONON TEKUNPLWVETAL UE XWPLOTH TALTOTNTA, MARPN TEXVIKE oTolXela
Kat dladikaoia mapaywyoo.

H AEMPS ava@épel 6 nuepoAoylakolC pAveG KATw amnd 30 °C, oe adlagavéc Bdlo mpootatevpévo and vypaaoia. H
dldpkela dlatnpeltal wg nAnpogopia Tng MNyAG Kot dev anodidetat wg BUD eKTEAEGNG Yl N TALTOMOLNUEVN
Bdon. H eEwTeptkr olAtkovolxog edaon dev anodetkviel xaunArf aw. H mpooBrikn 6paoTtikig dnuiovpyel TeEALKS
oKeOOOMA OV XpetdleTal dLkr Tov agLloAdynan.

Final base-development reference - not an executable compounding protocol.
EX006 does not identify its 5% self-emulsifying silicone base. That description does not establish product

selection, active content or process. The composition remains a development reference. A specific commercial
implementation requires a separate identity, complete technical evidence and the manufacturer's procedure.

AEMPS states 6 calendar months below 30 °C in an opaque jar protected from moisture. This remains source
information and is not assigned as an executable BUD for an unidentified base. An external silicone phase does
not demonstrate low aw. Adding an active produces a finished preparation requiring its own assessment.

Anaitoopeva tekpApla / Required evidence

Atevkpivion AEMPS yla to akptBég npoidv Bdong olAtkévng fj XwpLoTtd TavTtonolnuévn eunopLkr) vAonoinon Pe
TAApN obvBeon/evepyd MooooTo.

AEMPS clarification identifying the exact silicone-base product or separately identified commercial
implementation with complete composition/active fraction.

006nyleg mapaywyol yLa Tn ouyKekpLévn avaloyia 5% Baaong, 15% kukAouedikévng, 3% yAvkepdAng, 2% NaCl
kot EX001- kataypagn oelpdg, Beppokpaciag, puOuol mpoodrkng Kot avaugng.

Supplier instructions for the exact 5% base, 15% cyclomethicone, 3% glycerol, 2% NaCl and EX001 system;
recorded order, temperature, addition rate and mixing.

Mpayuatikd dedopéva yodaktwuatog W/SIi, opoloyévelag, SouAg, cuvtipnong Kot cupBaTdTNTAG TMEPLEKTN OTN
dnAwpévn neplodo.

Actual W/Si emulsion-type, uniformity, structure, preservation and container-compatibility evidence throughout
the stated period.
KpittApla kAswoipatog / Closure criteria

Movadikd Tavtonotnuévn modTNTA UE PAPUAKEVTIKA KATAAANASTNTA Kot anodedetypévn ouuBatdtnTa: Kowod
INCI A uBavr] eunoptkr} ovouacio dev apkel.

Uniquely identified grade with pharmaceutical suitability and demonstrated compatibility; a shared INCI or likely
trade name is insufficient.
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H 6ladikaoia Kol To MPAYUATIKE anoTeAECUATA TANPODY MPOEYKEKPLUEVEG TIpodLaypagéc. K&Be Slagpopomnoinon
dnAwveTal wg mpooapuoyr Kol KABe TeAlkd okeDaopa He SpaoTikh €xeL Bk Tov aEloAdynaon.

The process and actual results satisfy prospectively approved specifications. Every change is declared an
adaptation and every active-containing finished preparation has its own assessment.

Medio epappoyng / Scope

TeAkr] ekboTikA andéeaon tnG 14.10.2026. Agv anoTeAe( MOTOMOLNTIKG EPYAOTNPLAKWY ATMOTEAECUATWY A
anodéopevon naptidag.

Final editorial decision dated 14 October 2026. This is not a certificate of laboratory results or actual batch
release.

Mnvyéc Kat mapanopumnéc / Sources and references

[1] AEMPS FN/2003/EX/006, Emulsién A/S

PDF p.2, sections 3-7
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_006.pdf
[2] AEMPS PN/L/FF/002/00, Elaboracién de emulsiones

PDF pp.3-5; §4.1, 4.4, 4.6

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

[3]1 USP General Chapter <795> FAQs, updated 1 November 2023
Q52, Q54-56, Q58-65, PDF pp.11-15
https://pages.usp.org/rs/711-SXF-172/images/HQS%20-%20USP%20GC%20795%20FAQs.pdf?version=0

MpoéAevon kaiL mpéoBaocn oTnv MNyn / Provenance and source access

H npoéAcvaon, n €k6oon Kol Ta OpLa TWY MAPEXOUEVWY ATIOCTIATUATWY/BLRALOYPAPLKWY OVvaAPOPWY dLatneolvTaL.
To ke{pevo elvat n mapexduevn kat avabewpnuévn eyypaeri Sikalias, 6xt véa mARpn¢ avadnuooievon Tou
MpwToTONOL TNE NMNYAG. MpdoBacon oto MARPEC MPWTOTUTO YIVETAL OTOV EM{ONUO €KEATN, HE TNV AMALTOOUEVN
4bela fj ouvdpoun. Agv dBNAWVETAL OTL EKKPEUEG alTnUa emavdxpnong €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 avagopac / Reference formula

Bdon / Basis: 100 g

ZvoTaTtiko / Ingredient MoocoétnTa / Quantity

KukAouebikdvn 15¢
Cyclomethicone

AvtoyaAakTwpatonololuevn Bdon atAtkévng pn e§edIkevpévn 59
Unspecified self-emulsifying silicone base

FAvKePOAN 39
Glycerol
XAwplovxo vatpLo 29

Sodium chloride
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ZvoTaTtiko / Ingredient MoocoétnTa / Quantity

Zuvtnpnuévo vepd AEMPS EX001 g.s.ad 100 g
Preserved water AEMPS EX001

Mpoamairtovpeva / Prerequisites
CGR-ES-018 AEMPS EX001 Preserved water

MepLypagn okevdopatog / Preparation description
YUVEKTLKS OTIATIVO AcUKS YAAGKTWHA.
Firm glossy white emulsion.

References: [1]

Apaon kaL xpon / Action and use
Bdon f BonBnTtikd £€kdox0 yla MEPALTEPW MAPACTKEVEG. Agv vloBeTe(Tal To (Blo BUD peTd mpoobrikn SpaoTLKAG.
Base or auxiliary excipient for further compounding. Its BUD is not adopted unchanged after adding an active.

References: [1]

Mpobiaypagéc / Specifications
YUVEKTLKS OTIATIVO AeUKS YAAGKTWHA.
Firm glossy white emulsion.

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

H yALKEPOAN avaplyvoeTal e vePS. AuTtd 6ev KaBop(Tel uIKpoBLoAoyLkr 0TAOEPSTNTA TOL OKEVAOUATOC.
XAwpLobxo vatpLo: n avtiotowyn kKabapr MPwWTn UAN Katd JP elval evdldAvtn oto vepPod.

Juotatikd ™G Bdong CGR-ES-017: MponuAevoyAvkOAn: n avtiotolxn kabapn mpwtn OAN Katd JP elvat avapl&Lun
0710 vePD.

Zuotatikd tng Bdong CGR-ES-017: MeBuAonapaBévn: n avtiotolyxn kabapr npwtn OAN Katd JP e{val Alyo dtaAvth
01O vEPO.

Juotatikd tng Bdong CGR-ES-017: MpomnwAonapaBévn: n avtiotowyn kabapr mpwtn OAN KaTd JP elvat MOAD Alyo
dlaAvtr oto vepd.
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Glycerol is miscible with water. This does not establish product microbiological stability.

Sodium Chloride: JP classifies the corresponding pure raw material as freely soluble in water.

Component of base CGR-ES-017: Propylene Glycol: 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: [2], [7], [12], [13], [14], [15]

Yypaoia / Humidity

Mo to TeAkd okebaoua N nyr opiCeL:

AdLagavécg BaCo, mpootaoia and vypaoia, <30°C.

Yypookotitk] YAUKEPOAN: Tieploplote €KkBeon TNC MPWTNG VANG oTNY LYpPAOTia.

YvotaTtikd tTnG Bdong CGR-ES-017: MpomnuAevoyAUKOAN: LYPOOKOTILKH - KAE(vETE auéOowG TO Boxelo peTd TN Afjyn
NG amnoattoluevVNne moagdTnTagC.

Juotatikd TnG Bdong CGR-ES-017: MponuAevoyAukOAN: n mpwtn OAN €{vatl vypookomikr Katd JP.

For the finished product the source specifies:

Opaque jar, protect from moisture, <30°C.

Glycerol is hygroscopic; limit raw-material exposure to moisture.

Component of base CGR-ES-017: Propylene glycol is hygroscopic; close its container promptly after measuring.
Component of base CGR-ES-017: Propylene Glycol: the raw material is hygroscopic according to JP.

References: [1], [2], [11], [12], [13]

Oeppokpacia / Temperature

Mo to TeAkd okebaopa n nnyr opiCeL:
AdLagavéc BAlo, mpootacia and vypaoia, <30°C.

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

References: [1]

pH kaiL cupBatoTnta / pH and compatibility

Agv op{CeTal €1dkéd €0pog pH TOL TEALKOD OKELAOUATOG. 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 aAAnAemibpaoclg / Other interactions
FALKEPOAN: emuk{vBuvn avtibpaon pe LoxLPd 0EELBWTLKE.

Glycerol: hazardous reaction with strong oxidising agents.

References: [2]
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Ewdika otolxeia cvotaTtikwy / Ingredient-specific information

FALVKEPOAN: dXpwHO, BLavyEg, MaxVUPPELATO Kal EVTOVA LYPOOKOTILKS LYPOS. AvaulyvieTal Ue vEPS, aAAd elval
TMPOKTIKE adldAvTn o Aumapd Kot atBépla EAata.

XAwPLoOY0 VATPLO: MPWTN AN HE XAPAKTNPLOUOS SLaALTOTNTAC OTO vEPS «ELBLAALTN» KaTd JP.

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

ZuoTaTtiké TNG Bdong CGR-ES-017: MpomuAeVOYAUKOAN (1,2-mtponavodléAn): dxpwiuo, LEWEeC LYPd avaplELuo e
vePD, oL AELToVPYE( WG GLVBLAADTNG Kal LYPAVTIKG. H mapovaia TNG o€ kP MoodTNTA dEV anmodelkviEL EMAPKN
ouvthpnon.

YvotaTiké tng Bdong CGR-ES-017: MpomuAevoyALKOAN: MPWTn VAN HE XopaKTnElopd dtaAvtdTnTag 0To vEPd
«avaui&un» kata JP.

Zvotatiké tnG Bdong CGR-ES-017: MeBuAonapaBévn: mpwTn OAN HE XOUPAKTNPLOUS SLOALTOTNTAG OTO vEPS «Alyo
dloAvTh» katd JP.

ZuoTaTiké TNG Bdong CGR-ES-017: MponuAonapaBévn: mpwTn OAN UE XapaKTNPLoPd SlaAvTtdTnTOg 0TO VEPD
«TOAD Alyo SlaAvTri» Katd JP.

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

Sodium Chloride: raw-material water solubility is classified as freely soluble 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.
Component of base CGR-ES-017: Propylene glycol (1,2-propanediol): colourless viscous water-miscible cosolvent
and humectant. A small amount does not establish adequate preservation.

Component of base CGR-ES-017: Propylene Glycol: raw-material water solubility is classified as miscible by JP.
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: [2], [7], [8], [11], [12], [13], [14], [15]

NMpootacia epyalopévwy / Staff protection

Kabapr HaKpLuPAvIKN EpyaoTnplakr evdupaoia, KEAALYN HAAALWY KoL YAVTLa KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amd emudAvvon/ebopd.

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

References: [11], [3], [9]
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ExTtipnon kivdovov / Risk assessment

ZuoTtaTtiké TnG Bdong CGR-ES-017: MpomuAevoyALKOAN: vrtoAoy(etal N ouVOALKH €kBeon amd OAa Ta edpuaKa,
Blwg og veoyvd, MadLd KATW TwWY 5 £TWY KAt ve@pLk/nraTtikr SuoAsttovpyia. MNa and Tov oTdUATOG XOPrynon:
mag/kg/nuépa = mg/mL x mL avd nuépa + B&pog kg.

ZuyKekpLuévn nmaptida avagopdc: 100 g. MpwTto cvoTtatikd: KukAopeBikdvn, 15 g. EAEyETe aveEdpTnTA TN XNULIKA
Hop@H, TIC HOVADEC Kal KABe KALHdKkwaon pLv and CoyLon.

Q¢ evdLldpeco, pEpeL eLBLEAKPLTN TAVTAHTNTA KAL CLYKEVTPWON: 6ev dlaTiBeTal WG TEAKS @dppako. H apaiwon A
npoaBrikn SpaoTtikAg amnattel véo untoAoyLloud ekbéxwv, ouvtrpnong Kat BUD. EAéyETe OTL kKGBe eEapTWHEYN Bdon
€xeL anodeopevOel.

KataypdyTe yla TNV Tomkr avéAvon moagdtnta avd napaokevr, ouxvotnTa epyaciag, SLdpKeLa avoLlKToD
XELPLOPOD, TIBaVEC 0600¢ €KBEONC KL ATIOTEAECHOTIKOTNTA TWY HETPWY EAEyX0L. AuTd elval otowxela etlcdbouv
NG aEloAdynong- 6ev amnodibetal MPooXNUATIKOG TEAKOC BaBUdC KlwbOvou.

Znuelo eAéyyxou amnodéapevonG: EAEYETE CUOOWHATWHATA, KPUOTEAAOUG, TOTILKEG BLOAPOPEG LG KAl EAEDBEPO
LYPO HETE TNV OAOKARPWON TNG HEBGBOL. KataypdyTte yewueTpla avauéng, uéyeboc naptidag KoL MPAYHATIKEG
OEPUOKPAOIEG: HETAPOPA apLlBUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Looduvauia.

Component of base CGR-ES-017: 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: Cyclomethicone, 15 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: 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], [11], [12], [17], [19]

ZuvOnkec mapaockevnG / Compounding conditions

To avtioTtolyo PN AEMPS opi(Cel Beppokpacia xwpov 25 + 5°C Kat oeTKA vypaoia =60%, eKTOG av n €L6LKA
@épuovAa amnattel dAAa. Mpdkettal yia mepBaAAov epyaoiag, Oyt yia Beppokpacia B€puavong f eUAAENG.
Tnpolvtal n oelpd mpoabrkng, n Bepuokpacia kat ot xpdvol nmov avaeépovtal otn Aladikaoia Mapaokevic. H
€161k} povoypagia dev anoteAel MARPN HEAETN KATAAANAGTNTAG TOL TOTKOD XWPOUL/EEOTMALGHOD.

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: [1], [4]

Texkpnpiwon BUD / BUD rationale

H AEMPS ava@épel 6 NUEPOAOYLAKOUG UAVEG K&Tw amnd 30 °C, oe adlagavéc Bdlo mpootatevpuévo amnd vypacia. H
dldpkela datnpeltal wg mAnpogopia TNG MNYAC Kot dev amodidetal wg BUD ekTéAEONC yLla LN TOLTOTOLNUEVN
Bdon. H eEwTeplkr olAltkovolyog @daon dev amodeltkviel xaunAr aw. H npoobrikn 6pacTikAc dnuiovpyel TeAkd
oKebOOopa oL XpetdleTal dikr Tov agLloAdynaon.

AEMPS states 6 calendar months below 30 °C in an opaque jar protected from moisture. This remains source
information and is not assigned as an executable BUD for an unidentified base. An external silicone phase does
not demonstrate low aw. Adding an active produces a finished preparation requiring its own assessment.
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References: [11], [4], [20]

MpoanaiToVpeva / Prerequisites
AEMPS EX001 Preserved water: CGR-ES-018

AEMPS EX001 Preserved water: CGR-ES-018

References: [1]

EEomAlopog / Equipment

Zuyég KaTtdAANANG eAdxloTng COyLong, youdi/Omepog A opoyevonolnTthg, doxela avdulgng, ondTtovAeg,
BepudueTpo dtav vndpyel O€puavaon, dpyava oyKopéTPNoNnG 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£0o60¢ mapaokevng / Compounding method

H EX006 6&v tavTomolel TNV auToyaAakTwpaTonoobuevn Bdaon alAtkévng 5%. H ovopaoia avtr 6ev enapkel yla
emAoyr mpoiévTog, evepyol mepLekTIKOTNTAC | HEBSSOL. H oOvBeon mapapével BLBALOYPAQLIK avapopd
QVATTUENG. ZUYKEKPLUEVN EUTIOPLKEA LAOTIOINON TEKUNPLWVETOL UE XWPLOTH TaLTOTNTA, MAPN TEXVIKA oTolela
Kat Stadikaoia mapaywyool.

EX006 does not identify its 5% self-emulsifying silicone base. That description does not establish product
selection, active content or process. The composition remains a development reference. A specific commercial
implementation requires a separate identity, complete technical evidence and the manufacturer's procedure.

References: [11], [4], [20]

MNapatnpnioelg / Observations

H «autoyoAakTwuaTonoloVuevn Bdon olAtkévng» 5 g 6gv TavTonole(Tal EMAPKWES aTNV MNyH. Mo eKTEAEDN
AMOLTE(TOL CUYKEKPLUEVN EUMOPLKH OO TNTA/COVOEDN, MEPLEKTIKATNTA SPAOTIKOD YAAAKTWHATOTOLNTH Kal
enaAndsvpévn Sladikaoia yla To 15% KUKAOMEBIKOVNG KL TOUG NAEKTPOADTEG TNG cuvTayric. H Kowr ovopaoia
INCI pévn tng 6ev kaBopi(Cel Looduvapulia.

AnotTolvTaL EMWYLHN TMOWOTNTA TNG ALTOYOAAKTWHATOTOL0UEYNG Bdong, MARPNG obvBean/mocoaTtd evepyoDd
yaAaKkTwpatonolnTh Kat TeXvkd 6eAtio ovpBatdTNTOG HE TO MPOBAETOUEVO vEPD, KUKAOMEBIKOVN Kal
NAEKTPOADTEC. EMBERALWOTE TOMO YOAAKTWUATOC, SOUr, OPOLOYEVELQ, GUVTAPNON Kal CLUUBATOTNTA MEPLEKTN.
Kowé INCI i otpo@ég dAAOL avaulKTApa BEV EMapKOLVY.

The source does not adequately identify the 5 g self-emulsifying silicone base. Execution requires a specific
commercial grade/composition, active emulsifier content and a verified process for the formula’s 15%
cyclomethicone and electrolytes. An INCI name alone does not establish equivalence.

Require named grade, complete composition/active emulsifier fraction and compatibility data for the specified
water, cyclomethicone and electrolytes. Verify emulsion type, structure, uniformity, preservation and container
compatibility. Shared INCI or another mixer’s rpm is insufficient.

References: [1], [19]

MNepLékTNG KaL ovokevaoia / Container and packaging
AdLagavéc BAlo, mpootacia and vypaoia, <30°C.
Opaque jar, protect from moisture, <30°C.

References: [1]
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MowoTikOG éAeyxoG / Quality control

ZUVEKTIKG OTIATIVE AEUKS YOAGKTWHA.

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.

Firm glossy white emulsion.

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], [19]

®0Aain / Storage
Adlagavéc Balo, mpootaoia and vypaoia, <30°C.
Opaque jar, protect from moisture, <30°C.

References: [1]

Awa0eon / Dispensing

H napoloa eyypagr dev napdyel eTikéta i €ykplon 6ltdBeong os agbevr]. AlaB&oTte TNV 0PLOTIKH ané@aon Kal Ta
KPLTIPLO EQAPUOYNG.

This entry does not generate a label or authorise patient dispensing. Consult its final decision and implementation
criteria.

References: [11], [4], [20]

Enmionpavon / Labelling
Aev ekb{beTal eTIKETA HLABeONC amd TNV TIApoLOoA EyypaQH.

No dispensing label is issued by this entry.

References: [11], [4], [20]
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final_decision / final_decision

OpLoTtikn BLBALOYPa@LKA eyypa®r avAnTuENG BAong - dev anoTteAel EKTEAETLUO MPWTOKOAAO.

H EX006 6gv TavTtomnolel TNV aUTOYOAAKTWHATOMOL00UEVN BAON OLALKOVNG 5%. H ovopaoia avtr 6gv emapkel yla
emAoyr mpoldvtog, evepyol MePLeKTIKOTNTOC N HEBSSOL. H alvBeon napapével BLBALOYpAPLKH avapopd
QVATITLUENG. ZUYKEKPLUEVN EUMOPLKA LAOTIONON TEKUNPLWVETAL E XWPLOTAH TALTOTNTA, MARPN TEXVIKE oTolXela
Kot dladikaoia napaywyoo.

H AEMPS ava@épel 6 nUEPOAOYLOKOUC UAVEG KATw amd 30 °C, oe adlapavéc BAlo npoatatevpuévo and vypaaoia. H
dldpkela dlatnpeital wg nAnpogopia Tnc mNyrAg kat 6gv anodi{betal WG BUD ekTéAEONG YLA LN TavTOMOLNUEVN
Bdon. H eEwTteplkr olAtkovolxoG @daon dev amodetkviel xaunAr aw. H npoobrikn 6pacTikAc dnuiovpyel TeAkd
okebaopa mov yxpetdZeTal Sk Tov agLloAdynon.

Final base-development reference - not an executable compounding protocol.

EX006 does not identify its 5% self-emulsifying silicone base. That description does not establish product
selection, active content or process. The composition remains a development reference. A specific commercial
implementation requires a separate identity, complete technical evidence and the manufacturer's procedure.

AEMPS states 6 calendar months below 30 °C in an opaque jar protected from moisture. This remains source
information and is not assigned as an executable BUD for an unidentified base. An external silicone phase does
not demonstrate low aw. Adding an active produces a finished preparation requiring its own assessment.

References: [1], [4], [20]

AVEEGPTNTN EAANVLKA KAl ayYALKH anédoon/opydvwon otolxelwy TNG avaeepdpuevng nmnyng. Aev anoteAel enlonun petdepaon fi €ykplon Tou
€EKBOTN.

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

Mnyéc kaiL mapanopmnég / Sources and references

[1] FN/2003/EX/006 EMULSION A/S

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_006.pdf

[2] FN/2003/PA/013 GLICEROL

Awabéoipo kel{pevo / 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 kel{pevo / 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]1 PN/L/CP/001/00 DETERMINACION DE PH
Awabéoipo 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
AwaBéotpo kelpevo / 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_I_cp_003_
00.pdf

[7]1 MHLW - Japanese Pharmacopoeia XVIII: Sodium Chloride
JP XVIII, 2021; English text | Printed p. 1702; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf
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[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] 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

[12] FN/2003/EX/025 SOLUCION CONCENTRADA DE HIDROXIBENZOATOS

2003 | PDF pp. 2 | master formula | 2026-09-10
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_025.pdf

[13] 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

[14] MHLW - Japanese Pharmacopoeia XVIII: Methyl Parahydroxybenzoate

JP XVIII, 2021; English text | Printed p. 1343; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[15] MHLW - Japanese Pharmacopoeia XVIII: Propyl Parahydroxybenzoate

JP XVIII, 2021; English text | Printed p. 1601; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[16] 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
[17]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
[18] 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
[19] 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
[20] 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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