ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

YOpoaAKkooALKH YéEAN peBuvAokuTTApivnGg EX019
Hydroalcoholic methylcellulose gel EX019

CGR-ES-055 « Ekboon / 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.

AEATIO MPOZ TONIKH EFKPIZH — n avBevtia Tng mnyAg 6gv vmokaBloTtd Tnv €yKplon tng naptidag.
WORKSHEET FOR LOCAL APPROVAL — source authority does not replace batch approval.

Mnyrj / Source: FN/2003/EX/019 GEL HIDROALCOHOLICO DE METILCELULOSA « Al « FN/2003 * nAekTpovikd Keipevo e NIPO
2020/2022 / electronic text with NIPO 2020/2022

AeAtio Tekunplwong mPo¢ TomLk emoTNUOVIKA €ykplon. Agv anoteAel emkupwpévn odnyia
anodéopevong napTidag.

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

dappakoTeXVIKN popen / Dosage form
Bd&on yéAng

Gel base

AAAeg ovopaoieg / Other names
FN/2003/EX/019 GEL HIDROALCOHOLICO DE METILCELULOSA

Zuvvtayn / Master formula

Bd&on vnoAoylopol / Formula basis: 100 g

A/  ZvoTaTiko / Ingredient MoooéTnTa Movabéa
A Quantity Unit

No

1 MeBuAokuvTTapivn 1000 4 g

Methylcellulose 1000

2 MpomuAgevoyAukdAn 5 g
Propylene glycol

3 AlBavOAn 96% 10 9
Ethanol 96%

4 Ketpuidn 5 mg
Cetrimide
5 KekaBappévo vepd g.s. ad 100 g

Purified water

Mnyr obvBeong: [1]. g.s. = enapkri¢ moodTnTa - ad = PéXPL TEALKS oOVOA0. Aev peTaTpénovtal avbaipeta g og mL.
Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.

Meprypagn okevaopatog / Preparation description
Hudlapavic eAagpd Kitpvwnr yYéAN. [1]

Translucent slightly yellowish gel.
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Apaon kaiL xpRon / Action and use

Bdon 1} BonOnTikS €k60X0 yla MEPALTEPW TIAPACKEVEC. Agv vloBeTe(TAL TO (6lo BUD peTd npoadbrkn
dpaoTtikAc. [1]

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

MpodlLaypagécg / Specifications
HuwdapavAig eAagpd Kitpvwmn yYéEAN. [1]

Translucent slightly yellowish gel.

ZuvOnkec kKalL mpo@uAa&elg / Conditions and precautions

Ta otolxelo MPWTWY LAWY 6V cLVLOTODY HEAETN 0TABEPSTNTAC TEALKOD OKELAOUATOG. «AEV
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 @wg / Light

Agv TEKUNPLWVETAL £L8IKS oToLye(o 0TI MNYEC IOV €EETAOTNKOV. AMALTE(TAL CUUTIAIPWON TIPLY ATO TOTILKN
€ykpLon, epdéoov elval KP{OLO yLo TN OLYKEKPLUEVN TtopaoKeLr. [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 oTolyel(o 0TI INYEC oL e€eTdoTNKOV. ANALTE(TAL CUPTAPWON 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.

EvaioOnoia oto vepd / Water

Agv TeKUNPLWvEeTaL €L61KS oTolyel{o oTLg INYEC Tov e€eTdoTnKOV. AtatTe(Tal CUPNARPWON TPV ATd TOTILKA
€yKplon, epdoov elval Kp(olo yLa Tn OLYKEKPLUEVN apaokeLh. [1]

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

EvaioOnoia otnv vypacia / Humidity

Mo to teAkd okevaopa n Ny oplCeL:
AbdLapavécg Balo, mpootacia and vypacia, <25°C. [1]

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

EvaloOnoia otn Osppokpacia / Temperature

MNa 1o TeEAkd okebaopa n Ny oplCeL:
Adlagavég Balo, mpootaoia and vypaoia, <25°C. [1]

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

EvaioOnoia og pH / pH

AEV TEKUNPLWVETAL £8LKO oTOLYE(DO OTLG TINYEC oL €EeTdoTNKAVY. AatTE(TOL CUUMARPWON TPV amd TOTLKA
éykplon, epbéoov slval KpIoo yla Tn ouyKeKPLUévn mapaokevr. [1]

No specific information is established by the consulted sources. Complete this before local approval where
critical to this preparation.
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AAAec aovppBatoTnTeg / Other incompatibilities
AlBavoAn: aoLPBATOTNTA PE LOXLVPA OEEWBWTIKA. [2]

Ethanol is incompatible with strong oxidants.

Eldikég mAnpogopiec ovoTaTikwy / Ingredient-specific information

Ethanol 96%: AtBavOAn: eDPAEKTOL ATUO(: aMOPAKPLYON MNYWY avAPAEENC Kal KaTAAANAOG aeploudc. H
TeAKN Togvépnon eEaptdtal and cuyKEVTPWOn/Uiyua.

MpdKelTal yia EMMAEYHEVA OTOLXE(O TWY TAVTOMOLNUEVWY CUOTATIKWY: Ol OXETLKEG evaLaOnoieg Kat
aovuBatotnTeg e€eldikebovTal ota avtioTtolya nedia. Aev anoteAel TAAPeg SDS dAwv Twv LAWVY. [2]

Ethanol 96%: Ethanol: flammable vapour; control ignition sources and provide suitable ventilation. Final
classification depends on concentration/mixture.

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 MapaokKeVNG / Preparation conditions

To avtiotolxo PN AEMPS opiCel Beppokpacio xwpouv 25 + 5°C kat oxeTkA vypaoia =60%, eKTOG av n
€LOIKA @OpuoLAa amattel dAAa. MpodkeLTal yia mepBAaAAov epyaoiac, éxtL yia Bepuokpaaia B€puavong n
QLAOENG.

TnpolvTaLl n oelpd mpoaodbnkng, n Bepuokpaacia KoL oL xpdvol oL avagépovtal atn Altadikaaia
Noapaokevnic. H e8Ik povoypapia 6ev anoteAel mAfpN HEAETN KATAAANASGTNTAG TOL TOTILKOD
XWpov/eEomALlopoo. [1, 4]

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.

Mpo@uAdgeic mpoowtmikoL / Staff precautions

Agv poodlopiCovtal mAfipn MAM yia tTn ovykekpLLEvn eOppovAa. EmAEETE yavTia, MpooTaoia 0@BaAUWY
Kot HETpa EPLOPLOPOD €kBeonG amd Ta SDS Twv akpLlBWY LAWY Kal TNV TomKA ekTt{unon kKwdobvou.
ZUUMANPWHATLKO YEVIKS TTAa{olo AEMPS: kaBapr HaKpLUEVLKN epyaoTnplakr evBupaoia, KAALYN MAAALWY
KOL QTOKAELOTIKA vTtodrfipata/modovdpla. Ze XELPLOUO KOVLWVY amnalttoivTal KaTdAANAN pootacia
HOTLWV/avamvorig: Ta yavtia aAAdlouv pe Spaoctnplétnta rj gOopd. H emAoyr] TOMov/vALlkoD yiveTtal amnd
SDS kat ekT{pnon kwodovvov. [1, 3]

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 kivéodvou / Risk-assessment inputs
ALBaVOAN: eVEAEKTOL aTHO(: amOpdKpLYON TNYWY AVAPAEENG Kal KATAAANAOG aeplouds. H TeALKR
Togwéunon egaptdTatl and guykévipwaon/ulypa. [2]

Ethanol: flammable vapour; control ignition sources and provide suitable ventilation. Final classification
depends on concentration/mixture.

Tekpnpiwon duapkelag xpRong / Evidence for beyond-use period

30 nuUépPEG KaTd TNV TNYH.

H dudpkela tng mnyrig agopd tnv akplBr oovbeon, néBodo Kat cuokevaoia TnG. Agv elval nuepounvia
AMENC auTAg NG MapTidag olTe HeTAPEPETAL O AANO €KBoYo/mMEPLEKTIKOTNTA. H MpayaTIKA NUEPOUNVia
vnoAoy(Cetatl 0To KEVO QUAAO ekTEAEONG. [1]

30 days according to the source.

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.
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EEapTtwpeveg Baocelg / Required bases
Agv opiCetal ywploth eEaptwuevn Bdon otov nivaka eEaptrioewv. EAEyETe TuXdV EUMOPLKE
oxAHoTa/obvBeTa €kBoya TNG SUVTAYAG. [1]

No separate base is identified in the dependency register. Check any commercial vehicles/compound excipients
listed in the formula.

EvbelkTIKOG eEomALOMOG / Indicative equipment

EvOelKTIKOC KATAAOYOC TIOL MPOKOMTEL amd TN HEB0S0: ZuYOG KATAAANANG BLAKPLTIKAG LKAvOTNTAC,
MepléKTeC KoL dpyava avEuLENG ouUBaTE HE TA VALKA, EAeyxOuevn B€puavon kat Bepuduetpo. H
enmAoyi/kataAAnAdTnTa oplCeTal Tomkd. [1]

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

Aladikaoia mapaockevig / Preparation procedure

ANOOLOCWUATWOTE PeBLAOKLTTAPIVN. ALAADOTE KETPLU(ON o€ nepimov ulad vepd atoug 70°C, emndoTte
pHeEBLVAoKLTTAPVN Kol aeroTe evuddTtwaon he apyr avddevan. MpooBéaTte MPOMUAEVOYAVUKOAN HE LTIOAOLTTO
vePOS. AnopakpiveTe amnd 1o vdaTtdAovTpo, MPocBEéoTe oTadlakd atbavdAn, OUOYEVOTIOLNOTE Kol YOETE.
EAéyETe nnyéc avagAeEnc. [1, 4]

Deaggregate methylcellulose. Dissolve cetrimide in about half the water at 70°C, sprinkle in methylcellulose
and allow hydration with slow stirring. Add propylene glycol with remaining water. Remove from the water bath,
gradually add ethanol, homogenise and cool. Control ignition sources.

Napatnpnocis / Notes

H nnyn emtpénel moapaAAayr] atbavOAng péxpl 25%, avdioya pe tn dpaoTikh. Agv vloBeteltal aAAayn amnd
Ta 10 g NG mapodoag eépuovAac. [1]

The source allows an ethanol variant up to 25% depending on the active. This formula retains 10 g.

Zuokevaoia kaiL VALKa / Packaging and materials
Adlagavéc Balo, mpootaoia and vypaoia, <25°C. [1]

Opaque jar, protect from moisture, <25°C.

Ynodewypa eTikétag / Label specimen

YEp0oaAKOOALKH YEAN peEBLAoKLTTApP{VNG EXO19

MNeplekTikKOTNTO/MAPAAAQYH: Moogétnta:

NoapTida: Noapaokevn: Xprion €wg:

MNa epyaoctnplakn evowpdtwon / For incorporation during compounding
AoocoAoyla/odnyleg:

®dOAaEN: AdLagavég Balo, mpootaoia and vypaoia, <25°C. [1]

Hydroalcoholic methylcellulose gel EX019

Strength/variant: Quantity:

Batch: Prepared: Use by:

MNa epyaotnplakn evowudtwon / For incorporation during compounding
Dose/directions:

Storage: Opaque jar, protect from moisture, <25°C.
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M£0obol eAéyxou / Quality-control methods

HubLa@avig eAappd KLtpvwmr YEAN.

JuunAnpwpaTikol €Ageyyol Tov PN mov mapaméumneL n nnyn:

Epgdvion kot pada. Mo oelpég moptidwy: ektaoudTnTa, pH Kat uikpoBLloAoykdg éAeyxog RFE 5.1.4.

pH katd PN/CP/001: katd Kavéva pétpnon oto delypa xwpic npoenegepyaocia, ekTtdg €8Ik odnylag. MNa
aKpLBA HETPNON £QaPUOCETAL TOTEVOLOMETPLKNA HEB0DBOG RFE 2.2.3: oL Tawieg meploplCovtal oe eAEYYOLC
mov Sev amnaltoly vynAr akpiBeLa.

Exktaowdétnta PN/CP/003: otabepr moogdtnta Selypatog HETAED LAALVWY TMAOKWY, dladoytkd Bépn Kat
Xpbévol KaBoplopévol TomKA: peETpovvTal 00 BLAPETPOL KOl CLYKPIVETAL EMPAVELX EvavTL popTiov.
Mpoteivetal Bepuokpaatakr LeTaBoAry £0,5°C. H nnyr 6gv divel kaBoAkd dpLo amodoxrig: avtd
TEKUNPLWVETOL TOTKA. [1, 4, 5, 6]

Translucent slightly yellowish gel.

Additional tests from the referenced SOP:

Appearance and mass. For batches: spreadability, pH 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.

®0AaEn / Storage conditions
Adlagavég Balo, npootaoia and vypaoia, <25°C. [1]

Opaque jar, protect from moisture, <25°C.

Eldikég 0bnyieg 61aOeong / Dispensing instructions

Agv TeEKUNPLWVovTOL ETLMAEOV L6LKEG 06nyleg Mépa amd TNV 086, TN EUAAEN KaL TG MapaTnPEiCELC TNG
TMNYAG. ZLUPTNANPWYOVTAL aoBevic, doooAoyia kat 0dnylec ocbpewva 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.

BiBAloypa@ikéc avag@opéc / References

[1] FN/2003/EX/019 GEL HIDROALCOHOLICO DE METILCELULOSA. FN/2003 * nAekTpoviké Ke{pevo ue NIPO 2020/2022 /
electronic text with NIPO 2020/2022 PDF pp. 2. Al. EAeyxog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_019.pdf

[2] niosh_ethanol. Awa8éoo kelpevo / Retrieved text Official reference. Al. EAeyyog / Checked 2026-09-10.
https://www.cdc.gov/niosh/npg/npgd0262.html

[3] PN/L/PG/002/00 INDUMENTARIA. Awa®¢otpo keipevo / Retrieved text PDF pp. 1-5. Al. EAeyyog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_00
2 00.pdf

[4] PN/L/FF/003/00 ELABORACION DE GELES. Ata®éotuo keiuevo / Retrieved text PDF pp. 1-6. Al. EAeyxoc / Checked
2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-for
mas-farmaceuticas/pn_|_ff 003_00.pdf

[5] PN/L/CP/001/00 DETERMINACION DE PH. AwaBéoiuo keipevo / Retrieved text PDF pp. 1-5. Al. EAeyyog / Checked
2026-09-10.

https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-produc
to/pn_|_cp_001_00.pdf

[6] PN/L/CP/003/00 DETERMINACION DE EXTENSIBILIDAD. Ala®éoiuo ke{uevo / Retrieved text PDF pp. 1-6. Al. EAeyyoc /
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 avoAUTIKEG EBOBOL cuvoyiCovTal. MNa eKTEAETN amALTOOVTOL TA TARPN MOPATIEUNOMEVA KEQAALA,
aVTBpaoTAPLA KL KPLTAPLA KATAAANASTNTAC CLOTAUATOC.

Analytical methods are summarised. Execution requires the full referenced chapters, reagents and
system-suitability criteria.
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https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_l_cp_001_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_l_cp_001_00.pdf
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https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_l_cp_003_00.pdf

®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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