ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

F€AN vaTtpLlovYov KappeAAOINGc 2% EX016
Carmellose sodium gel 2% EX016

CGR-ES-052 « 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/016 GEL DE CARMELOSA SODICA « Al » FN/2003 » nAekTPovIké Kel(pevo pe 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/016 GEL DE CARMELOSA SODICA

Zuvvtayn / Master formula

Bd&on vnoAoylopol / Formula basis: 100 g

A/  ZvoTaTiko / Ingredient MoooéTnTa Movabéa
A Quantity Unit

No

1 Natplo0xog KapueAASTn 2 g

Carmellose sodium

2 FAUKEPOAN 10 9
Glycerol
3 Zuvtnpnuévo vepd AEMPS EX001 g.s. ad 100 g

Preserved water AEMPS EX001

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

Meprypagn okevaopatog / Preparation description
Alapavric eAappd kiTtpvwtr YéAN. [11]
Transparent slightly yellowish gel.

Apaon kaiL xpRaon / Action and use

Bdon i BonObnTtikd €KB0YO0 yla MEPALTEPW MAPOOKEVEG. Agv vloBeTe(Tal To (6o BUD uetd mpoobrikn
dpaotikig. [1]
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Base or auxiliary excipient for further compounding. Its BUD is not adopted unchanged after adding an active.

MpodiLaypagécg / Specifications
Alagavic eAagpd KiTpvwnr YEAN. [1]
Transparent slightly yellowish gel.

ZuvOnkeg kKalL mpo@uAa&elg / Conditions and precautions

Ta otoxelo MPWTWY LAWY 6V cLVLOTODY HEAETN 0TABEPSTNTAC TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» dEV oNUaiveL «OTABEPSO» 1] «AOPAAEC».

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

EvaioOnoia oto @wg / Light

Agv TeEKUNPLWVETAL £L8IKS oToLye(0 OTLC INYEC TTOL €EETAOTNKOV. AMALTE(TAL CUUTIAIPWON TIPLY ATO TOTILKI
€ykpLon, epoéoov 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 oTolyel(o 0TI INYEC oL e€eTAoTNKOV. ANALTE(TAL CUPTAPWON TPV ATO TOTILKA
€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 oto vepd / Water
H yAuKepOAN avautyvieTat e vepd. Autd 6ev kaBopl(Tel kpoBLoAoyLkr] oTABEPSTNTA TOL OKEVAOUATOC.
[2]

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

EvaioOnoia otnv vypacia / Humidity

Yypookorikr YAUKEPOAN- meplopiaTte €kBeon NG MPWTNG VANG oTNV Lypaaia.
MNa 1o TeAkd okebaopa n mnyr opiCet:
AdLagavécg Ba&lo, mpootaoia and vypacia, <25°C. [1, 2]

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

EvaioOnoia otn Osppokpacia / Temperature

Mo to teAlkd okebaopa n nmnyr oplCeL:
AdLapavég BAo, mpootacia and vypacia, <25°C. [1]

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

Agv TeKuNPLWveTal £l61KS otolxelo 0TI NYyEC Tov e€eTdoTnKav. AnaLTe(TAl CUPNAPWON TPV ATO TOTILKA
€ykplon, epbdoov elval Kp(olo yLla Tn oLYKEKPLUEVN apaokevh. [1]

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

AAAec aovppaTtoTnTeG / Other incompatibilities

FALKEPSOAN: emkivbuvn avtidpaon He LoxvPd 0EedWTIKA. [2]
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Glycerol: hazardous reaction with strong oxidising agents.

Eld1kéc MAnpogopicc ovoTaTikWY / Ingredient-specific information

Glycerol: Yypookotikr YAUKEPOAN- meplopioTte £€KBeon TNG MPWTING DANG GTNV LYpaTia.
MpdKelTal yla EMMAEYHEVA OTOLXE(X TWY TAVTOMOLNUEVWY CUOTATIKWY: Ol OXETIKEG evaLaOnoieg Kat
aovuBatotnTeg e€eldikebovTal ota avtioTtolya nedia. Aev anoteAel TAAPeG SDS dAwv Twv 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 mapaokevnG / Preparation conditions

To avtiotolxo PN AEMPS op(Cel Bepuokpaaia xwpov 25 = 5°C Kot oXETIKA bypaoia =60%, EKTOG av n
€LOLKA @OpuovAa amattel dAAa. MpdkeLtal yia mepBAAAov epyaoiag, éxL yia Bepuokpaaoia B€puavong A
QLAAENG.

TnpolvTal n oelpd mPoodrikng, N BepUoKpacia Kat oL xpdvol ov avaeépovTtal oTn Atadikaoia
MNopaokevng. H l6IKA povoypagio dev amoteAel MARPN HEAETN KATOAANAOTNTAG TOU TOTILKOV
XWpov/eEomALlopo0. [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.

Mpo@uAd&eic mpoowmnikovL / Staff precautions

Agv poodlopiCovtal mAripn MAM yia tTn ovykekpLuévn eépuovAa. EmMAEETE yavTia, mpooTaoia oeBaAUWY
Kal JETpa MEPLOPLOUOD €KBeong amd Ta SDS Twv akPLBWY LAWY Kal TNV TOMIKA EKT{UNON KWwE0Ovou.
JOPNANPWHOTIKS YeVik TAal{olo AEMPS: KaBapr] HakpUUEvIkn epyaoTtnplakr evbupacia, KGAvyn HOAALWY
KOl AMOKAELOTIKA LITOSAUATA/TIOGOVAPLA. 2E XELPLOKO KOVLWV AMALTOUVTAL KATAAANAN MpooTaoia
HATLOV/avamvonG: Ta YavTia aAAdfouv ue dpaoctnpdtnta i 0opd. H emAoyr TOMOL/VALKOD yiveTal amnd
SDS kat ektignon kwdovou. [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 kKivéovovu / Risk-assessment inputs

Agv TekPNpLveTal TARPNG Bk Tagvéunon kwdivou yia avth tTn eépuovAa. EEeTtdote SpaoTtikdTnTA,
okévn/agpdbAvua, arAepyLloydva, dLaADTEG, HLKPOoRBLOAOYLIKS KivBUVO Kat eMpdAvvon BAOEL Twy
MPAYHATIKWY LAWY Kot TNG Stadikaoiag. H amovaia emorjuavong 6ev onuaivel anovaoia kwdovou. [1]

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.

Tekpnpiwon duapkelag xpnong / Evidence for beyond-use period

6 HAVEG LTI TG GUVBAKEG TNG TMNYNAG.

H 8ldpkela tng mnynig agopd tnv akplBr obvbeon, uéBodo Kat cuokevaoia tNG. Agv e{val nuepounvia
MENG avTiAg NG MapTidag olte peTaPEPETAL O AANO €kBoyo/mMEPLEKTIKOTNTA. H payaTIKA NUEPOUNVia
vnoAoy(Cetatl 0To KeEVS PUAAO ekTéAEONG. [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.

EEapTtwpeveg Baocelg / Required bases
AEMPS EXO001 Preserved water -» CGR-ES-018 [1, 3]
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EvbelkTIKOG eEomALOMOG / Indicative equipment

EvBelKTIKOC KATAAOYOC TIOL MPOKOMTEL amd TN HEB060: ZLYOG KATAAANANG BLAKPLTIKAC LKAvOTNTAC,
MNepLEKTEG KAl Opyava avaptEnG ocupBatd pe Ta LALKKE, lydilo kat Omepog, EAeyxduevn B€puavan Kat
BepudpueTpo. H emAoyr/kataAAnAdtnta opiCeTal Tomkda. [1]

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

Awadikaoia mapaokevng / Preparation procedure

ANMOOLOOWUATWOTE KAPUEAASTN. OepudveTte ouvtnpnuévo vepd mepimov atoug 50°C. Alaoneipete
KapuUeEAASTN ot YALKEPOAN o Lyblo, mpoobéate ot1o Bepud vePd Kal avadedoTe HETPLO HEXPL
Bepuokpacia nmeptBadAlovtoc. Apriote nepimov 12 h péxpt opgoloyéveta. Kéokwvo 500 katd nnyn. [1, 5]

Deaggregate carmellose. Heat preserved water to about 50°C. Disperse carmellose in glycerol in a mortar, add
to the warm water and stir moderately to ambient temperature. Rest about 12 h until homogeneous. Source
specifies sieve 500.

NMapatnpnocic / Notes

Agv TEKUNPLWVETAL €LOLKO oTOoLXE(DO OTLG TINYEC OV EeTAoTNKAVY. AtatTe(TOl CUUMARPWON TPV aTd TOTLKA
éykpLan, epoéaov elval Kp{OLWo yLa TN OLYKEKPLUEVN TtapacKkeLr. [1]

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

Zvokevaoia kKat bALka / Packaging and materials

AdLapavég BAo, mpootacia and vypacia, <25°C. [1]

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

Ynodewypa eTikétag / Label specimen
M€AN vatpLlovyoL KapUeAASOTNG 2% EXO016

MNeplekTikKOTNTO/MAPAAAQYH: Moodtnta:

Naptida: Moapaokevn: XpAon €wg:

Ma epyaoctnplakn evowudtwon / For incorporation during compounding
AoooAoy{a/obnyiec:

DOAAEN: AbLagavég BAlo, mpootacia and vypacia, <25°C. [1]
Carmellose sodium gel 2% EX016

Strength/variant: Quantity:

Batch: Prepared: Use by:

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

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

M£0oboL eAéyxou / Quality-control methods

ALo@avig eAagpd KLTpvwr YEAN.

ZounAnpwuaTtikol éAgyyxol Touv PN mou napaméunel n nnyn:

Epoedvion kat pdca. MNa oelpéc naptidwy: ektaoudTNTA, pH Kat PkpoBLoAoylkdg €Aeyxog RFE 5.1.4.

pH katd PN/CP/001: katd kavéva pétpnon oto delypa xwpic npoeneEepyaocia, ekTdC €8Ik odnyilag. MNa
aKpLBr HETPNon €@apuéleTal MOTEVOLOPETPLKNA LEB0OOG RFE 2.2.3- oL Tawvieg neplopiovtal oe eAEYXOLG
nov 6ev amattoly vynAr akpiBeLa.

Exktaowuétnta PN/CP/003: otabepr mogdtnta Selypnatog HETAED LAALVWY TTAOKWY, dladoytkd B&pn kat
XpOvoL KaBopLaUévol TOTLKA: HETPOLVTAL 600 BLAPETPOL KAl OLYKPIVETAL EMPAVELa EvavTL popTiov.
MpoTteivetal Beppokpaotakn petaBoAr £0,5°C. H nnyrj 6ev 6{vel kaBoAlkd dplo anodoyric: avtd
TEKUNPLWVETAL ToTKA. [1, 5, 6, 7]

Transparent slightly yellowish gel.
Additional tests from the referenced SOP:
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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, mpootaoia and vypaoia, <25°C. [1]

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

Ewd1kég 0bnyieg 61aBeong / Dispensing instructions

Agv TeKPNPLWvovTaLl eTMAL0V L6LKEG 0ONyleg mépa amd TNV 086, TN EUAAEN KoL TG MapaTNPEACELC TNG
TMNYAG. ZLUPTNANPWvYOVTAL acBevic, doooAoyia kat 0dnyiec ocbpewva pe tn ouvtayn. [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/016 GEL DE CARMELOSA SODICA. FN/2003 * nAekTpoviké Keipevo pe NIPO 2020/2022 / electronic text with
NIPO 2020/2022 PDF pp. 2. Al. EAeyxoc / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_016.pdf

[2] FN/2003/PA/013 GLICEROL. Alabéoiuo keipevo / Retrieved text PDF pp. 1-2. Al. EAeyyoc / Checked 2026-09-10.
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_013.pdf

[3]1 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. EAeyxoc / 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/003/00 ELABORACION DE GELES. Ala6éoipo ke{pevo / Retrieved text PDF pp. 1-6. Al. EAeyyxog / 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

[6] 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

[7]1 PN/L/CP/003/00 DETERMINACION DE EXTENSIBILIDAD. Awféotpo Kelpevo / 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-control-de-produc
to/pn_l_cp_003_00.pdf

Ol avaAuTikéG uéBoBoL ouvoyiCovTal. MNa eKTEAETN AMALTOOVTAL TA A PN TMAPATIEUNMOPEVA KEPAALA,
avTIdpaoTAPLa KOl KPLTHPLA KATAAANAOTNTOC CLOTHHATOC.

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/monografias/materias-primas/excipientes/fn_2003_ex_016.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/principios-activos/fn_2003_pa_013.pdf
https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_001.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-generales/pn_l_pg_002_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuticas/pn_l_ff_003_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuticas/pn_l_ff_003_00.pdf
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
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-control-de-producto/pn_l_cp_003_00.pdf
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

compounding.gr CGR-ES-052 | 7



