ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

FaAGKTWHA VEPOV o€ olALkovn EX006
Water-in-silicone emulsion EX006

CGR-ES-047 « Exboon / Version 4.0 » 10.09.2026
MpwTtoBouvAia GUAAOYAG LALKOD amd £€yKupeg MNYEG, wG Bdon ywa tn dnuovpyla EAANVIkoO formulary.
2TaoWwOC Xp. ZIKAALAC.

An initiative collecting material from authoritative sources to lay the foundations for a Greek formulary.
Stasinos Chr. Sikalias.

EKKPEMEI MPOAMAITOYMENO — emni{Avon mpwv amnd eKTEAEON.

PREREQUISITE UNRESOLVED — resolve before compounding.

H auTOYOAGKTWHATOTIOLOOEVN BAOT OLALKOVNG BEV TALTOTOLEITAL EMAPKWG. ATtaiToDVTAL
akPLBEG LALKO KaL 06nyiec mapaywyol mpPLv and eKTEAEDN.

The self-emulsifying silicone base is not sufficiently identified. Exact material and manufacturer instructions are

required before compounding.

Mnyrj / Source: FN/2003/EX/006 EMULSION A/S « Al « FN/2003 * nAekTtpovikd keipgvo e NIPO 2020/2022 / electronic text
with NIPO 2020/2022

AgATtio Tekunplwong mpog Tomikn emoTnUoVIKA €ykplon. Agv anoteAel emkupwpévn odnyla
anobéopevong naptidac.

Evidence worksheet for local scientific approval. It is not a validated batch-release instruction.

dapupakoTeXVIKN popen / Dosage form
Huwotepen Bdon

Semi-solid base

AAAec ovopaaoieg / Other names
FN/2003/EX/006 EMULSION A/S
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Zuvtayn / Master formula

Bd&on vnoAoylopo0 / Formula basis: 100 g

A/ ZuoTaTiko / Ingredient MoooétnTa Movaba
A Quantity Unit

No

1 KukAouegBikdvn 15 g

Cyclomethicone

2 ALTOYOAQKTWHOTOMOLO0PEVN BAON OIALKOVYNG UN ELBLkELVPEVN 5 g
Unspecified self-emulsifying silicone base

3 FAVKEPOAN 3 g
Glycerol
4 XAwpLovxo vaTplo 2 9

Sodium chloride
5 Tuvtnpnuévo vepd AEMPS EX001 g.s. ad 100 g
Preserved water AEMPS EX001
Mnyn o0vBeong: [1]. q.s. = enapkrig moodtnTta - ad = péxpL TEALkS oOvoAo. Aev peTaTpénovTal avbaipeta g o mL.
Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.
Meprypagn okevaopatog / Preparation description
ZUVEKTIKSO OTIATIVO AELKO YAAAKTWUA. [1]

Firm glossy white emulsion.

Apdon kaiL xpon / Action and use

Bdon 1} BonOnTikS €k60X0 yla MEPALTEPW TIAPACKEVLEC. Agv vloBeTe(TAL TO (610 BUD peTd npoaobrkn
dpaoTikAc. [1]

Base or auxiliary excipient for further compounding. Its BUD is not adopted unchanged after adding an active.

MpodiLaypagéc / Specifications
YUVEKTIKSG OTIATIVO AcUKS YaAGKTWHOA. [1]

Firm glossy white emulsion.

ZuvOnkeg kalL mpo@uAa&elg / Conditions and precautions

Ta otowxelo MPWTWY LAWY HgV oLVLOTOOY HEAETN OTABEPSHTNTAG TEALKOD OKELAOUATOG. «AgV
TEKUNPLWVETAL» BEV ONUaiVEL «OTABEPSO» ] «AOPAAEC».

Raw-material information is not a finished-product stability study. “Not established” does not mean “stable” or
“safe”.
EvaioOnoia oto owg / Light

Agv TEKUNPLWVETAL £L81KS oToLye(o 0TI INYEC IOV €E€TAOTNKOV. ANALTE(TAL CUUTIAIPWON TPV ATO TOTILKI
€ykpLon, epoécov elval KP{OLO yLa TN OLYKEKPLUEVN TtapaoKeLr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.
EvaioOnoia otov aépa / Air

Agv TeKUNPLWveTaL £L61KS otolyelo 0TI NYEC Tov e€eTdoTnKOv. ANaLTE(TAL CUPNAPWON TPV ATO TOTILKA
€ykplon, epdoov elval Kp(olo yla Tn oLYKEKPLUEVN apaokevn. [1]
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No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

EvaioOnoia oto vepo / Water
H yAukepOAN avautyvieTal e vepd. Autd 6ev kaBop(Tel UkpoBLOAOYLKE] OTABEPSTNTA TOL OKEVAOUATOC.
[2]

Glycerol is miscible with water. This does not establish product microbiological stability.

EvaioOnoia otnv vypacia / Humidity

YYpPOOKOTILKH) YAUKEPOAN: eplopioTe €kBeaN TNC MPWTNS DANG oTNV LYpaoia.
Mo to teAlkd okebaopa n Ny oplCeL:

AdLagavécg Ba&lo, mpootaoia and vypacia, <30°C. [1, 2]

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

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

EvaloOnoia otn Osppokpacia / Temperature
Mo to teAkd okebaopa n nnyr oplCeL:
Ablagavég Bd&lo, npootaoia and vypacia, <30°C. [1]

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

EvaioOnoia oe pH / pH

Agv TeEKUNPLWVETAL £L61KS oTolyel(o 0TI INYEC oL e€eTAoTNKOV. ANALTE(TAL CUPTMAPWON TPV ATO TOTILKA
€ykpLon, epoécov elval KP{OLO YL TN OLYKEKPLUEVN TtapaoKeLr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.

AAAeg aovppatoéTnTeg / Other incompatibilities
FALKEPSOAN: emkivbuvn avti{dpaon He Loxvpd 0EEBWTIKA. [2]

Glycerol: hazardous reaction with strong oxidising agents.

El81kég mMAnpogopiec ovoTaTikwy / Ingredient-specific information

Glycerol: Yypookotikr YAUKEPOAN: TieploploTe €kBeaN TNG MPWTNG DANG OTNV LYpPaoia.
MpoKeLTAL Yla EMAEYUEVO OTOLXE(O TWY TAVTOMOLNUEVWY CUOTATIKWY: Ol OYXETIKEG Evalabnaleg Kat
aovpBatdTNTEG e€eldikebovTal oTta avtioTolya nedla. Asv anoteAel MARPEC SDS OAWY TWVY LAWVY. [2]

Glycerol: Glycerol is hygroscopic; limit raw-material exposure to moisture.
These are selected facts for identified ingredients; relevant sensitivities and incompatibilities are detailed in the
corresponding fields. This is not a complete SDS for every material.

ZuvOnkec MapaokevhG / Preparation conditions

To avtiotolxo PN AEMPS op(CetL Beppokpacia xwpov 25 + 5°C Kat oxeTkA vypaocia =60%, eKTOC av n
€LOIKA @OpuovAa amattel dAAa. MpdkeLtal yia mepBAAAov epyaoiacg, éxL yia Bepuokpaaia B€puavong A
QLAAENG.

Tnpolbvtal n oelpd mpoabrikng, n Bepuokpacia Kat ol xpdévol mov avagépovtatl otn Aladikaoia
Napoaokevnig. H g8k povoypapia dev anoteAel mAfpn HEAETN KATAAANASTNTAC TOUL TOTILKOD
XWpov/egomAlopoo. [1, 5]

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.
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MpoguAad&eilc mpoowmnikoL / Staff precautions

Aev nipoodlopiCovtal mAfjpn MAT yla Tn ouyKeKPLUEVN OpHoLAA. EMAEETE yavTLa, MpooTacia 0POaAUWY
KoL HETPa TIEPLOPLOUOL €kBeoNG amd Ta SDS Twv akpLBWY LAWY Kal TNy TomkA ekT{nnon Kwdovou.
ZUUMANPWHATIKG YeVLIKS TMAa{olo AEMPS: kaBapr HoKPLUAVLIKN EpyaoTnPLaKy evBupacia, KAALYN LAAALOY
KOl AMOKAELOTIKA LITOSAMATA/TTOSoVAPLA. ZE XELPLOKO KOVLWVY amalToOvTal KATAAANAN npooTaoia
MOTLWV/ovamvoniG: Ta Yavtia aAAdCouv he dpaoctnplétnta A Bopd. H emAoyr TOMOL/VALKOD yiveTal amnd
SDS kat ekTi{pnon kwdovov. [1, 4]

Complete formula-specific PPE is not specified. Select gloves, eye protection and exposure controls using the
exact materials’ SDS and the local risk assessment.

Supplementary AEMPS framework: clean long-sleeved laboratory clothing, hair covering and dedicated
footwear/overshoes. Powder handling requires suitable eye/respiratory protection; change gloves with activity
or damage. Select the exact type/material using SDS and risk assessment.

ZTolxeia yia avaivon kivéovoou / Risk-assessment inputs

Agv TeKUNPLWVETAL MAAPNG €WBLKA Tagvdunaon Kwdivou yla auth Tn eépuUovAa. EEeTdote SpaoTtikdTNTA,
okévn/agpdAvua, aAAepyloyéva, SLAADTEC, HLKPORBLOAOYLKO K{vbBuvo Kal empdAvvon Baoesl Twv
TMPAYUATLKWY LAWY Kal Tng dladikaaiag. H anovaia entoruavong v anuaivel anovaia kwwdovou. [11]

A complete formula-specific hazard classification is not established. Assess potency, dust/aerosol, allergens,
solvents, microbial risk and cross-contamination using the actual materials and process. Absence of a flag does
not establish absence of hazard.

Tekpunpiwon diudpkelag xpRong / Evidence for beyond-use period

6 UAVEG LG TG GLVBAKEG TNG TMNYAC.

H Sldpkela tng mnyric agopd tnv akpLBr) cbvbeon, néBodo Kal ovokevaaoia tNg. Asv elval nuepounvia
MENG avTAG NG MapTidag olTe peTAPEPETAL O AANO €KkBoyo/mEPLEKTIKOTNTA. H paypaTikA nLEPOoUnvia
vnoAoy(Cetatl 0To KEVO QUAAO ekTEAEONG. [1]

6 months under the source conditions.
The source period applies to its exact composition, method and packaging. It is not this batch’s expiry date and
cannot be transferred to another vehicle/strength. Calculate the actual date in the blank batch record.

ESapTwpeveG Baocelc / Required bases
AEMPS EX001 Preserved water - CGR-ES-018 [1, 3]

EvdelkTIKOC eEomALOMOG / Indicative equipment

EvOELKTIKOG KATAAOYOC TIOL POKOTTEL aTtd TN HEB0H0: ZLYOG KATAAANANG BLOKPLTIKAC LKAvOTNTAC,
MepléKTeC KL dpyava avapLENG oLUBATAE UE Ta LALKA. H emAoyri/kKataAAnAdtnta oplCetal Tomkd. [1]

Indicative checklist derived from the method: Balance of suitable resolution, Containers and mixing tools
compatible with the materials. Selection/qualification is defined locally.

Aladikaoia mapaokevic / Preparation procedure

H nnyn napanéunet oto PN/L/FF/002/00. Mo avtoyaAakTwuoTonololuevn Bdon amnattodvtal odnyleg
napaywyol. Asv opiCovtal TavtdétnTa BAong, Beppokpacia f TaxvTnTa avddsvong: 6gv cuvtdooeTaL
EKTEAEOLUN HEBOOOC PéYPL va EMALOODV. [1, 5]

The source refers to PN/L/FF/002/00. A self-emulsifying base requires manufacturer instructions. Base identity,
temperature and mixing speed are not specified; an executable method cannot be established until resolved.

NMapatnpnocic / Notes

Agv TEKUNPLWVETAL €LOLKO oTOoLXE(O OTLG TINYEC oL €EeTAoTNKAVY. AtatTe(Tol CUUMARPWON TPV aTd TOTLKA
éykpLan, epoéoov elval Kp{OLWo yLa TN OLYKEKPLUEVN TtapacKeLr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.
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Zuokevaoia kaL VALKa / Packaging and materials
Ablagavég Balo, npootaoia and vypaoia, <30°C. [1]

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

Ynodeiypa eTikétag / Label specimen

FoAdKTWHO vEPOL Og OLALkOvn EX006

MNeplekTikOTNTO/MAPAAAQYT: Moagétnta:

NoapTida: Napaokevn: Xprion €wg:

Mo epyoaotnplakr evowpdtwon / For incorporation during compounding
AocoAoyla/odnyleg:

®OAagN: AdLagavég Balo, mpootaoia and vypacia, <30°C.
MPOZXEAIO — 6xL eTikéTa anodéopevonc. [1]

Water-in-silicone emulsion EX006

Strength/variant: Quantity:

Batch: Prepared: Use by:

Mo epyaotnplakr evowpdtwon / For incorporation during compounding
Dose/directions:

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

DRAFT — not a release label.

M£0obolL eAéyxou / Quality-control methods

ZUVEKTIKSO OTIATIVO AEUKS YAAGKTWHA.

ZuUMANPwHaTLKO( EAeyyol Tov PN mMou mapaméunel n nnyn:

Epgedvion kat paca. MNa ostpéc naptidbwv: ektaoyudéTnTa PN/CP/003, TOMOG YoAaKkTwHatog PN/CP/002, pH
oe O/W PN/CP/001 kat pikpoPLoAoyikég €Aeyxog RFE 5.1.4.

pH katd PN/CP/001: katd Kavéva pétpnon oto delypa xwpic npoeneEepyaocia, eKTdC €8Ik odnyilac. MNa
aKkpLBr HETPNon epapuéleTal MOTEVOLOMETPLKNA HEB0SOC RFE 2.2.3- oL Tawvieg neplopiCovtal e eAEYXOLG
mouv 5ev amnattolv vywnAn akpiBela.

Ektaowudédtnta PN/CP/003: otabepr moogdtnta Selyuatog HETAED LAALVWY TTAAKWY, Slaboxtlkd Bdpn Kat
Xpdévol KaBoplopévol Tomkd: peTpovvTal d00 dLEPETPOL Kl GuyKplveTaL EM@dveLa EvavTL popTiov.
MpoTteivetal Bepuokpaotakn uetaBoAr £0,5°C. H nnyr v 6{vel kaBoAlkd épLo anodoyrg: avtd
TEKUNPLWVETOL TOTKG. [1, 5, 6, 7]

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.

®OAa&n / Storage conditions
Adlagavég Bd&lo, npootaoia and vypacia, <30°C. [1]

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

Elb1kég 0bnyiec 61aBeong / Dispensing instructions

Agv TeEKUNPLWVoVTOL ETILMAEOV LOLKEG 0ONyleg mépa amd TNV 006, TN EUAAEN KoL TG MapaTNPEACELG TNG
MNYAC. ZuPnAnpwvovTal acbevic, doooAoyia kal 0dnyiec ocOpEwva pe tn ovvtayn. [1]

No additional special directions are established beyond the source route, storage and notes. Complete patient
details, dose and directions from the prescription.
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BiBAloypagikég avagpopécg / References

[1] FN/2003/EX/006 EMULSION A/S. FN/2003 ¢ nAekTpoviké Keluevo pe NIPO 2020/2022 / electronic text with NIPO 202072022
PDF pp. 2. Al. EAgyxoc / Checked 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. Awabéoiuo keipevo / Retrieved text PDF pp. 1-2. ALl. EAeyyog / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_013.pdf

[3] AEMPS EX001 Preserved water. See exact source Complete base monograph. Al. EAeyxog / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_001.pdf

[4] PN/L/PG/002/00 INDUMENTARIA. AtaBéotpo kelpevo / Retrieved text PDF pp. 1-5. Al. EAeyyxog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_|_pg_00
2_00.pdf

[5] PN/L/FF/002/00 ELABORACION DE EMULSIONES. Ata8éotuo keiuevo / Retrieved text PDF pp. 1-6. AL. EAeyxog / Checked
2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-for
mas-farmaceuticas/pn_|_ff_002_00.pdf

[6] PN/L/CP/001/00 DETERMINACION DE PH. Ala®é0iuo keipevo / Retrieved text PDF pp. 1-5. Al. EAeyxog / Checked
2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-produc
to/pn_l_cp_001_00.pdf

[7] PN/L/CP/003/00 DETERMINACION DE EXTENSIBILIDAD. Ala®éoiuo kei{pevo / Retrieved text PDF pp. 1-6. Al. EAgyyog /
Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-produc
to/pn_|_cp_003_00.pdf

Ol avaALTIKEG HEBODOL cuvoyiCovTal. MNa eKTEAETN AMALTOOVTAL T AR PN TMAPATIEUMOPEVA KEPAALQ,
avTdpaoThpLa Kot KPLTipLa KATAAANASTNTAC CLOTAUATOC.

Analytical methods are summarised. Execution requires the full referenced chapters, reagents and
system-suitability criteria.
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®0AMNo COyLonGg / Weighing sheet

Huepounvia napaokevrc / Preparation date:

Ta MAPaKEATW CUPMANPWYOVTAL ATé TOV POPHUAKOTIOL) Yla TN OLYKEKPLUEYN TapTiBa.

The pharmacist completes the following for the actual batch.

A/ ZuoTaATIKO OewPNTLKA Mova MapTida AAEN OANgG Zuyio0cioa Ynoypaen
A Ingredient moooTNTA oa OANg Expiry TMoooTNTA Signature
No Theoretical Unit Material lot Actual weight

qty

YmoAoyiopoi / Calculations

YTOAOYLOTIKG O@aApaTa Kal antwAeleg / Calculation errors and losses
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Kataypagn ektéAeong KaL antodéopevong / Batch execution and release

Hupepopnvia mapaockeAG Kal KwdIkoc mapTidag / Date and batch number

YTMoAoylopHoG npepounviag xpnong / Actual BUD calculation

MNapatnpnoelg eEKTéEAEONG Kal antokAioelg / Process observations and deviations

AnoteAéopata eAéyxwv Kat agloAéynon / QC results and assessment

KataAAnAotnta Baocel eEAéyxwv / Suitability based on results

YnevOuvvog pappakomolog kat vroypagn / Responsible pharmacist and signature
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