ZUVTAYOASYLO FAANVIKWY ZKELAOPATWY
EAANviIKO6 Formulary Sikalias

ZUVEKTLKRA LOPOPIAN Kpépa 2 EX004
Firm hydrophilic cream 2 EX004

CGR-ES-042 « 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.

Mnyr / Source: FN/2003/EX/004 CREMA CONSISTENTE HIDROFILA 2 » Al » FN/2003 * nAeKTpOVIKS Keluevo 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
Huwoteper Bdon

Semi-solid base

AAAeg ovopaoieg / Other names
FN/2003/EX/004 CREMA CONSISTENTE HIDROFILA 2

Zuvvtayn / Master formula

Bd&on vnoAoylopol / Formula basis: 100 g

A/  ZvoTaTiko / Ingredient MoooétTnTa Movabéa
A Quantity Unit

No

1 FAAGKTWUATOTMOLNTLKH KETOOTEAPLALKH aAKodAN TUTIOL B 18 g

Emulsifying cetostearyl alcohol Type B

2 AeLKH paAakd mopaeivn 15 g
White soft paraffin

3 Yypr napagivn 10 g
Liquid paraffin

4 MPOTMULAEVOYALKOAN 12 g
Propylene glycol

5 AaoLPLAOBELLKS VATPLO 1 g
Sodium lauryl sulfate

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

Mnyr obvBeong: [1]. g.s. = enapkri¢ noodTnTa - ad = PéXPL TEALKS oOVoA0. Aev peTaTpénovtal avbaipeta g oe mL.
Formula source: [1]. g.s. = sufficient quantity; ad = to the final total. Do not arbitrarily convert g to mL.
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Meprypagn okevaopatog / Preparation description

MoAD guVeEKTIKG Aeukd YoAdKTwa. [1]

Very firm white emulsion.

Apaon kaiL xpAon / Action and use

Bdon 1} BonBnTikS €k60oX0 yla MEPALTEPW TIAPACKEVLEC. Agv vloBeTe(TaL TO (6lo BUD petd npoaobrikn
dpaoTikAc. [1]

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

Mpodlaypagécg / Specifications
MoAD ouVEKTIKO AeuKd YaAdKTwa. [1]

Very firm white emulsion.

ZuvOnkeg kaL mpo@uAa&elg / Conditions and precautions

Ta otolyelo MPWTWY LAWY 6V oLVLOTOOV HEAETN 0TABEPSTNTAC TEALKOD OKELAOUATOG. «AEV
TEKUNPLWVETAL» dEV onpaivel «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 TeKUNPLWVETAL £L61KS oTolyel(o 0TI INYEC oL e€eTAoTNKOV. ANALTE(TAL CUPTAPWON TPV ATd 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 otov aépa / Air

Agv TeKUNPLWveTal el61KS otolyel{o oTLg INYEC ov e€eTdoTnKOV. AtatTe(TAl CUPNARPWON TPV ATO TOTILKA
€yKplon, epbdoov elval Kp(olo yLa Tn OLYKEKPLUEVN apaoKkeLh. [1]

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

EvaioOnoia oto vepo / Water

Agv TEKUNPLWVETAL €LOLKO oToLXElO0 OTLG TINYEG oL EeTAoTNKAVY. AtatTe(TOl CUUMARPWON TPV aTd TOTLKA
éykpLlan, epoéoov elval Kp{OLWO yLa TN OLYKEKPLUEVN TtapaoKeLr. [1]

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

EvaloOnoia otnv vypacia / Humidity

Agv TeKUNPLWVETAL £L8IKS oTolyelo oTLG TINYEC oL e€eTdoTNKOV. ATTaLTE(TAL CUPTARPWON TIPLY aTO TOTILKA
€ykplon, epbéoov slval Kp(oo yla Tn ouyKeKPLUévn mapaokevr. [1]

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

EvaloOnoia otn Osppokpacia / Temperature

Mo to teAlkd okebaopa n nnyr oplCeL:
Adlagavég Balo, KaAd kAewotd, <25°C. [1]

For the finished product the source specifies:
Opaque jar, well closed, <25°C.
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EvaioOnoia oe pH / pH

Agv TEKUNPLWVETAL £L81KS oToLye(o 0TI INYEC OV €EeTAOTNKOV. AMALTE(TAL CUUTIAI PWON TPV ATO TOTILKN
€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.

AAAec aovppBatoTnteg / Other incompatibilities

Agv TeKUNPLWvEeTaL £61KS otolyelo oTLg NYEC Tov e€eTdoTnKOv. ANaLTe(TAL CUPNAPWON TPV ATO TOTILKA
€ykplon, epdoov elval Kp(olo yla Tn oLYKEKPLUEVN apaokevn. [1]

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

El81kég mMAnpogopiec ovoTaTikwy / Ingredient-specific information

Agv TEKUNPLWVETAL €LOLKO oTOoLXE(O OTLG TINYEC OV €EeTAoTNKAVY. AtatTe(TOl CUUMARPWON TPV aTd TOTILKA
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.

ZuvOnkec MapaokevhG / Preparation conditions

To avti{otolyo PN AEMPS op(CelL Beppokpacia xwpov 25 + 5°C Kal oxeTkA vypacia =60%, eKTOC av n
€10k} pOpHoLAa amottel AAAa. MpdkeLTal yia nepLtBaAiov epyaacioc, éxt yia Bepuokpaaia O€puavong r
QLAOENG.

TnpolvTal n oelpd mPoadrikng, N BepUokpacia Kat oL xpdvol ov avagépovTtal oTn Aladikaoia
Napaokevnig. H g8k povoypapia 6ev anoteAel mAfpn HEAETN KATAAANASTNTAC 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@uAd&eic mpoowmnikoL / Staff precautions

Agv mpoodlopiCovtal mAfipn MAM yla tn ovykekpLuévn eéppovAa. EmAEETE yavTia, mpooTaoia 0@BaAUWY
Kal JETpa MEPLOPLOUOD €KBeong amd Ta SDS Twv akPLBWV LAWY Kal TNV TOMKA EKT{UNON KWw0Ovou.
ZUUMANPWHATLKO YEVIKS TTAal{olo AEMPS: kaBapr HoaKPLUEVLIKN epyaoTnplakr evbupaoia, KAALYN LAAALWY
KOL QTMOKAELOTLKE vrodrpaTa/modovdpLa. Ze XELPLOUS KOVIWVY amattodvTal KATAAANAN mpooTtacia
HOTIV/avanvorig: Ta yavtia aAAdlouvv pe Spaoctnpiétnta i pOopd. 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 yua ava@idvon kKivéovov / Risk-assessment inputs

Agv TeKPNPLWVETAL MAAPNG €8k Tagvéunon kwdivou yia avth tn eépuovAa. EEetdoTte SpaoTtikdTnTA,
okévn/agpdAvpa, aAAepyloydéva, SLaADTEG, HIKPORBLOAOYLKS KivBuvo Kat emtpudAvvon Baoel Twv
MPAYHATIKWY LAWY Kot TNG Sladikaoiag. H anovaola emorjuavong 6gv onuaivel anovoia kwwdovou. [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.
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Texkpnpiwon duapkeilag xpRong / Evidence for beyond-use period

6 Urveg vnd TIC oLVONAKEG TNG MINYAC.

H 8udpkela tng mnyrnig agopd tnv akplBr oovbeon, néBodo Kat cuokevaoia TnG. Agv elval nuepounvia
AMENC auTAg NG MapTidac olTe HETAPEPETAL O GANO €KBoYO/MEPLEKTIKOTNTA. H MpayHaTIKA NUEPOoUnvia
vnoAoy(Cetatl 0To KEVO QUAANO 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 EX001 Preserved water - CGR-ES-018 [1, 2]

EvbelkTIKOC eEomALOMOG / Indicative equipment

EvBeIlKTIKOG KaTdAoyoc mou mpokOnTeL and tn HéBodo: Zuydc KATAAANANG SLaKPLTIKAG tkavdTnTag,
MNeplékTeg Kal dpyava avduLENG oLUBATA UE TA LALKA, EAeyxOuevn B€puavon kKot BepUOUETPO,
BaBuovounuévo pHuetpo. H emAoyr/kataAAnAdtnta opiCetal Tomkd. [1]

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

Awdikaoia mapaokevng / Preparation procedure

Xwplote eAalwdn kot vdaTikrg edaon. Oepudvete Kal TI¢ 600 otouvg 70-75°C. Katd PN/L/FF/002/00
npocB€ote TNV LOATLKY GTNV EAALWON PE EAEyXOUEVN avddevon Katl guvexioTe péTpla avddevon Katd TNV
Wogn. 1, 4]

Separate oil and aqueous phases. Heat both to 70-75°C. Under PN/L/FF/002/00, add the aqueous phase to the

oil phase with controlled mixing and continue moderate mixing during cooling.
Mapatnpnoelg / Notes

To emumA€ov SLS 6LELKOADVEL AMOPAKPLYON MAPACTKELWY AT TO TPYXWTO KaTtd TNV nnyn. [1]

Additional SLS facilitates removal from the scalp according to the source.

Zuokevaoia kaL VALKa / Packaging and materials
AdLapavég BATo, KaAd kAelotd, <25°C. [1]

Opaque jar, well closed, <25°C.

Ynédeiypa stikétag / Label specimen
ZUVEKTIKA LOPSPLAN Kpéua 2 EX004

MNeplekTikOTNTO/MAPAAAQYH: Moodtnta:

Noptiba: Nopaokevn: Xprion éwc:

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

dOAaEN: AdLagavég Balo, KaAd KAELOTO, <25°C. [1]

Firm hydrophilic cream 2 EX004

Strength/variant: Quantity:

Batch: Prepared: Use by:

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

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

MoAD OUVEKTIKG AEUKS YOAGKTWAL.

JuunAnpwpaTikol €Ageyyol Tov PN mov mapaméuneL n nnyn:

Epgdvion kat pdla. Mo oelpéc noptidwy: ektaoiudtnta PN/CP/003, Tonog yalaktwuatoc PN/CP/002, pH
oe O/W PN/CP/001 kat pikpoBLoAoylkdg éAeyxog RFE 5.1.4.

pH katd PN/CP/001: Katd kavéva pétpnon oto delypa xwpic npoenegepyacia, ekTOG €0kriG 0dnylag. MNa
aKkpPLBA pétpnon e@apudleTal MOTEVOLOUETPLKN MEB0DBOoC RFE 2.2.3: oL Tawieg neplopifovtal oe eAEYYOLC
mov dev anattoly vynAr akpiBeLa.

Exktaowuétnta PN/CP/003: otabepr] moogdtnta SelyuatoC HETAED LAALVWY TAAKWY, SladoyLlKd Bdpn Kat
XPOvoL KaBopLoUEVOL TOTILKA: PETPOLVTAL 600 dLdpETPOL KOl oLYKpPIvETAL EMPAvELa EvavTL popTiov.
Mpoteivetal Bepuokpaatakr HeTaBoAr £0,5°C. H nnyr 6&v divel kaBoAkd dpLo amodoyric: avtd
TEKUNPLWVETAL TOoTKA. [1, 4, 5, 6]

Very firm 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.

®0AaEn / Storage conditions
AdLagavég Balo, KaAd KAeloTd, <25°C. [1]

Opaque jar, well closed, <25°C.

Eldikég 0bnyieg 61aOeong / Dispensing instructions

Agv TeKUNPLWVovTOL ETLMAE0V L6LKEC 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/004 CREMA CONSISTENTE HIDROFILA 2. FN/2003 * nAekTpoviké Ke{pevo pe NIPO 2020/2022 / electronic text
with NIPO 2020/2022 PDF pp. 2. Al. EAeyyog / Checked 2026-09-10.

https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_004.pdf

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

[3] PN/L/PG/002/00 INDUMENTARIA. Awa®¢otpo kelpevo / 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/002/00 ELABORACION DE EMULSIONES. Ata8é0tuo Keipevo / 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

[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 cuvoyi(CovTal. MNa eKTEAETN amALTOOVTOL TA TARPN MOPATIEUNOMEVA KEQEALA,
aVTBpaOTAPLA KL KPLTAPLA KATAAANASTNTAC CLOTAUATOC.
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https://www.aemps.gob.es/formulario-nacional/monografias/materias-primas/excipientes/fn_2003_ex_004.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_002_00.pdf
https://www.aemps.gob.es/formulario-nacional/procedimientos-normalizados-de-trabajo/procedimientos-de-elaboracion-de-formas-farmaceuticas/pn_l_ff_002_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

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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