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ZUVEKTLKR LOPOPIAN Kpépa 2 EX004
Firm hydrophilic cream 2 EX004

BLBAloypagiki avagopd - Tomkr vtoBétnon / Reference monograph - Local adoption

MpoéAsvon kKat mpdéoRaocn otnv mnyn / Provenance and source access

H npoéAevon, n €k6oon Kol Ta dpLa TWY MAPEXOUEVWY QAMOCTIACUATWY/BLRALOYPAPLKWY avapopwyv dlatnpoldvTal.
To ke{pevo glval n mapexduevn Kat avabewpnuévn eyypaen Sikalias, éxL véa mARpNG avadnuoaievon tou
npwTtoTiNoL TG NMNYNG. MNpdoPfacn oto MAAPEG MPWTOTLTO Y{vETAL OTOV EMONUO EKOATN, PE TNV AMALTOOUEVN
4abeta fj ouvdpopr. Agv SNAWVETAL OTL EKKPEUEC alTnua emavdypnong €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 avagopdc / Reference formula

Bdon / Basis: 100 g

ZuoTaTiKO / Ingredient Mooodtnta / Quantity

FAAQKTWHATOTMOLNTIKA KETOOTEAPLVALKY aAKOOAN TUTIOL B 1849
Emulsifying cetostearyl alcohol Type B

ALK HoAaKr Tapaeivn 159
White soft paraffin

Yypn napagivn 10g
Liquid paraffin

MpomnuAevoyAukOAn 12 g
Propylene glycol

AaovpuA0BELLKS VETPLO lg
Sodium lauryl sulfate

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

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

MepLypagn okevadopatog / Preparation description
MOAO OUVEKTIKO AEUKS YOAGKTWHA.

Very firm white emulsion.

References: [1]

Apaon kaL xpron / Action and use

Bdon f BonBnTtikd €kdox0 yla MeEPALTEPW MAPACTKEVEG. Agv vloBeTe(Tal To (Blo BUD peTd mpoobrikn SpaoTLKAgG.
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Base or auxiliary excipient for further compounding. Its BUD is not adopted unchanged after adding an active.

References: [1]

Mpodiaypagéc / Specifications
MoAD oLVEKTLKS AEUKS YOAGKTWHA.
Very firm white emulsion.

References: [1]

®wg / Light

Aev mapéxeTal 6IKA pWTOOTABEPOTNTA TOL TEALKOD TMPOIOVTOC. H amaLTOOUEVN QWTOMPOCTAC( TOL MEPLEKTN,
epboov opiCetal, avagépetal atn GOAAEN.

Finished-product photostability is not specified. Any required container light protection is stated under Storage.

References: [1]

Aépac Kat o€eidbwaon / Air and oxidation

Aev mapéxeTal HEAETN 0EEWOWTIKAC OTABEPOTNTAC TOL TEALKOD HiypaTog o0TE anaitnon adpavoldg atudéoealpac.
Tnpe(tal o MEPLEKTNG TNG MNYAG.

No oxidative stability study of the finished mixture or inert-atmosphere requirement is provided. Use the source
container.

References: [1]

Nepo kat dtaAvtéTnTa / Water and solubility

MponuAevoyAvkOAn: n avtiotolyn kabapn MpwTn OAN KaTd JP elvatl avaplElun oto vepd.

Aevkn poAakr napagivn: n avtiotown kabaprh mPpwWTN VAN KaT& JP elvat mpakTikd adldAvtn aTo vePS.

Yypr napaeivn: n avtiotolyn kabBapr mpwTn VAN KaTd JP lval MPakTIkd adldAvtn oTo vepd.

Juotatikd TnG Bdong CGR-ES-017: MeBulonapaBévn: n avtiotowxn kabapr npwtn VAN KaTd JP elvat Alyo dtaAvth
0TO vEPO.

JuotaTtikd TG Bdong CGR-ES-017: MpomnuAonapaBévn: n avtiotolxn kabapr mpwtn OAN kKatd JP elvatl moAD Alyo
SlaAvtr oto vepd.

Propylene Glycol: JP classifies the corresponding pure raw material as miscible in water.

White Petrolatum: JP classifies the corresponding pure raw material as practically insoluble in water.

Liquid Paraffin: JP classifies the corresponding pure raw material as practically insoluble 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: [71], [8], [9], [14], [15], [16]

Yypaoia / Humidity

MpomnuAevoyALKOAN: LYPOOKOTILKH: KAE(VETE auéowC To doyelo peTd TN AAYN TNG amnattoOPEVNG OO TNTAC.
MpomuAevoyAuKOAN: N mMPWTN OAN €{vat LYPOOKOTILK KATA JP.

Propylene glycol is hygroscopic; close its container promptly after measuring.
Propylene Glycol: the raw material is hygroscopic according to JP.

References: [6], [7]
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Osppokpacia / Temperature

Ma 1o TeAkd okebaopa n mnyn opiCeL:
AdLagavécg Balo, KaAd kAewotd, <25°C.

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

References: [1]

pH kaiL cupBatoéoTnta / pH and compatibility

Aev op{Zetal €dikd €0pog pH TOL TEALKOD OKELAOTHATOG. Agv TipooTIBeTAL PLOULOTHC PH XWPIG TEKUNPLWHEVN
aAAayr Tng obvbeonc.

No finished-product pH range is specified. Do not add a pH adjuster without a supported formula change.

References: [1]

AAAec aAAnAemidpaocelg / Other interactions

Agv opéxeTal MARPNG doKLUA cUPBATATNTAC TOL UiyHOTOC PE MPOoBeTA HPpaoTIKA 1| SlapopeTikd €kboya. OL
LTIOKATAOTACELG analTolv XwpeLoTH Tekunplwon.

No complete compatibility test with added actives or alternative excipients is provided. Substitutions require
separate evidence.

References: [1]

Elbika otowxeia ovotatikwy / Ingredient-specific information

MpomuAgevoyAukdAn (1,2-nponavodidAn): dyxpwpo, LEwdeg vypd avapi&Lpo pe vepd, mov Aettovpyel WG ouvdLAADTNG
KoLl LYpavTikd. H napovaoia tnG o€ pikpr moodTnTa deV anodelkvieL enapKkr ouvtrpnaon.

MPOTMULAEVOYAUKOAN: MPWTN VAN UE XOPAKTNPLOUO SLaALTOTNTAC OTO VEPS «aVaMIELUN» KaTd JP.

ALK PaAaKn Tapa@ivn: MPWTN VAN UE XOPAKTNPLOUO SLAALTOTNTAG OTO VEPS «MPAKTIKA adldAvtn» Katd JP.
Yypr mopagivn: mpwtn VAN HE XOPAKTNPLOUS SLAALTOTNTAG OTO VEPS «TPAKTIKE adldAvTn» KoTd JP.
NoovpuAoBetkd vatplo: 1 g oe 10 mL vepou 6lvel dlavyég 1} LpLdiCov dtdAvpa katd JP.

MpomuAevoyAukdAn: napaAaBn HE TALTOTNTA Ap)XLkoD Mapaywyol, mapTida kot agLdmioTo moTononTkd. MNa TG
OXETLKEG MPWTEG VAEG, To FDA avagépetl EAeyxo SLatBuAevoyAukdANG (DEG) kat atBuAevoyAukdAnG (EG), kaBeguLdg
€w¢ 0,10% cOPPWva YE TNV EQapuooTéa Hovoypagia. To éplo agopd Tnv mpwTn VAN.

ZuoTaTiké TNG Bdong CGR-ES-017: MeBuAomapaBévn: mpwtn OAN HE XAPAKTNPLOWO SLaAuTdTNTAC OTO vEPS «AlyO
SLoAvTA» Katd JP.

YvotaTiké tng Bdong CGR-ES-017: MpomuAonapaBévn: mpwTn OAN HE X0PaKTNPLOWS dlaAvTtdTNTAG OTO VEPD
«TMOAD Alyo dlaAvTtrh» Katd JP.

Propylene glycol (1,2-propanediol): colourless viscous water-miscible cosolvent and humectant. A small amount
does not establish adequate preservation.

Propylene Glycol: raw-material water solubility is classified as miscible by JP.

White Petrolatum: raw-material water solubility is classified as practically insoluble by JP.

Liquid Paraffin: raw-material water solubility is classified as practically insoluble by JP.

Sodium lauryl sulfate: JP describes a clear or opalescent solution of 1 g in 10 mL water.

Propylene glycol: 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: 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: [6], [7], [8], [9], [101], [111], [14], [15], [16]
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NMpootacia epyalopévwy / Staff protection

Kabapr HoKpUPAVLKN EpyaoTnplakr evdupaoia, KEALYN HAAALWY KL YAVTLO KATA TOV XELPLOUS. AAAQYH YOVTLWV
META amnd emudAvvaon/ebopd.

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

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

EKTipnon kKwvéovovu / Risk assessment

MpomuAEVOYAUKOAN: vrtoAoy{Cetal N ouVoALKH €kBeon amd OAa Ta pdpuaka, L6{we og veoyvd, matdld KATW Twv 5
ETWV KoL veppLkA/nnatiky duoAettovpyla. MNa and tov otdéuatog Xopriynon: mg/kg/nuépa = mg/mL X mL avd
nuépa + Bapocg kg.

ZuykekpLuévn moptida avagopds: 100 g. MpwTo ovoTATIKG: MAAAKTWHATONOLNTLKY KETOOTEAPUVALKY AAKOOAN
TOmov B, 18 g. EAéyETe aveEdpTnTa TN XNMUIKA HOPEH, TIC HOVABEC Kal KABe KALLdKkwaon npty and JoyLon.

Qc evdLdpeTo, PEPEL eLBLEAKPLTN TAVTAHTNTA KAL GLYKEVTPWON: 6ev dlaTiBeTal wg TEAKS @dpuako. H apaiwon A
npoagBrikn 6paoTtikic amnattel véo unoAoyloud ekbéxwv, ouvtrpnong Kat BUD. EAéyETe OTL kKGBE eEapTWHEYN Bdon
€xeL amodeopeLOEL.

KataypdyTe yla TNV TOMKA avdAuon moodTnTa avd mapaokevr, ouxvotnTa epyaoiag, dtdpkela avolkTtol
XELPLOMOD, TBAVEG 00006 €KBEONG KL AMOTEAECUATIKOTNTO TWY HETPWY eAEYXOL. AuTd elval atolela elaédov
NG agloAdynaong: 6ev amodidetal MPooXNUATIKAC TEALKOG BaBUdC KlvdOvou.

©epuULlkd 0TAdL0 TNG oLyKeKPLPEVNG Bladikaalac: eAEyETe BepudPETPO, TPOTIO BEPUAVONG, XPOVLKH SLdpKeLa Kot
anopuyr LEPBEpUavVONG/anWAELAg dLaADTN. To TéEAoC avAulEng dev TavTileTal pe TeEKUNPLWEVN YOEN 1 A PN
opoyevormoinon.

Inueio eAéyxouv amodéapuevong: eAEYETE CUOOWHATWHATA, KPUOGTAAAOLG, TOTILKEG BLAPOPEC LPNAG KAl EAEVBEPO
LYPS6 HETAE TNV OAoKARpwaon TNG pEBSdoL. Kataypdyte yewpeTpla avdpgng, péyebog napTidag Kal MPAyHATIKEG
OepUOKPAO(EG: HETAPOPA apLlBUOD OTPOPWY 0 GAAO avaulkTApa dev anodetkviel Looduvauia.

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: Emulsifying cetostearyl alcohol Type B, 18 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.

For this procedure’s heating stage, check thermometer, heating method, duration and prevention of
overheating/solvent loss. Completion of mixing does not establish cooling or complete homogenisation.

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: [1], [3], [6], [18], [20]

ZuvOnkec mapaockevnG / Compounding conditions

To avtioTtolyo PN AEMPS opi(Cel Beppokpacia xwpouv 25 + 5°C Kat oeTKA vypaoia =60%, eKTOG av n €L6LKA
@épuovAa amnattel dAAa. Mpdkettal yia mepBaAAov epyaoiag, Oyt yia Beppokpaoia B€ppavong f eOAAENG.
TnpolvTal n oelpd mpoabrikng, 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
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monograph is not a complete qualification of the local facility/equipment.

References: [1], [3]

Texkpnpiwon BUD / BUD rationale

AldpKeLa aTNY TINYA: 6 PAVEG LG TIG CLUVBAKEG TNG TMINYAG.

H dudpketa avth elvat 0dnyla TNG cLYKEKPLUEVNG QappakoTol{ac/mNyAG. ZTov mapdvTa EAeyx0o dev emaAnBedTNKE
MAAPNG TPWTOYEVAC MEAETN TIOL VO TEKHUNPLWVEL TAVTOXPOVA XNHLKH, QUOLKH Kol UIKPOBLOAOYLKA EMEKTOAON TNG
(6lag TeAkAC obvBeonc.

EmAEYHEVOG YEVIKOG KavOvag: €wG 35 nuéEPeG yia LOATIKA HOPPH HE KATAAANAO GOOTNUA CLVTAPNONG TNV TEALKHA
obvBeon Kat pH. Xpnowdonotjote 20-25 °C, i 2-8 °C pévo étav n nnyr to enttpénel/anottel Kat N popen
MoPAUEVEL KATAAANAN. Aev entapke( N ovopaaoia evdc ouvTnENTIKOL €4V aLTO €xel apalwbel, adpavorotndel
HeTa@ePBel o GAAN pdan.

To 6plo BLRALOYPAPLKAC ava@opdc TnG napoloac ékdoong lval n cuvtopdTteEPn HETAELD TNG Mapandvw SldpKeLag
MNYAC Kal Tou yevikol oplov. MNa napdtaon anatte(tal Tekunpiwon mov KAADTITEL
OpaOTIKA/EKBOYQ/MEPLEKTIKOTNTA, MEPLEKTN, Beppokpaaia, HEBOBO EVOELKTLKY OTABEPATNTAG KaL, YL LOATIKA
EMEKTAON, TNV AMaLTOOHEVN HikpoBLloAoyLkr Tekunpiwon. Epapupootéa enionun USP-NF povoypagia aglodoyeital
XWPLoTd oto MAAPeC Ke{eVS TNG.

Huepounvia xpriong = n evwpitepn emtpent nuepounvia and mapaokevr + emAeyUévn dldpKela, AREELC MPWTWY
LAWY KoL TuXGY CLVTOPOTEPO TEKUNPLWHEVO Oplo. O Xpdvog HeETA To dvolyua dev mapatelvel To cLvoAlké BUD. H
TEALKA NUEPOUNVI{X CUUMANPWVETAL YL TN CLYKEKPLUEVN TIOPTIBA HETE TOUC EAEYYOULC.

O yevikdG kavédvag anoteAel ouvTNPENTLIKS dPLo EMAOYAG Kol OXL MELPAMATIKA anddelgn otabepdTnTag TNG
nopTtidac. H katnyopla cuvdéeTal he TNV TEALKA oOVOEON, TN cuVTAPNON KAl TG EMTPENOUEVEG BepUoKkpaaiec. H
TIUA aw 6gv MPoKOMTEL and To MOGoaTO VEPOUL H TNV AMWAELX KATA TN EApavan. MNa tekunpiwaon xpnoluonotiote
SOP-014 kot F-006- yia €16ikr} aw, SOP-017 kat F-012.

H USP 6ev amnattel pétpnon aw oe kK&Be pn otelpo napaockebaopa. H tekunpuwuévn tagvdunon tng
OLYKEKPLPEVNG o0vBeong unopel va xpnaotpomnotle{tal wg odnydc: KataypdeeTal pntd wg ekTinon Kat XL WG
péTpnon. Apei{BoAn rj oplakr tagwéunon anattel €0Lkd TEKPAPLO A KATAAANAN HéTPNon. H nuepounvia TeAkoO
okevdopaTog 6ev vepPBaivel Tn SlaBéoiun NUEpouNvia TwWy ABN MAPACKEVATUEVWY CLOTATIKWY/BAOEWY, EKTOHG Qv
€xeL voBeTNBel emapkrg e8Ik TekUNPlwon yla TNV akpBr] TeAki obvbean.

Period reported by source: 6 months under the source conditions.

This duration is a specific formulary/source instruction. This review did not verify a complete primary study
establishing chemical, physical and microbiological extension for the same finished formulation.

Selected general rule: up to 35 days for an aqueous form appropriately preserved in its final composition and pH.
Use 20-25 °C, or 2-8 °C only where permitted/required by the source and compatible with the dosage form. A
preservative name is insufficient if it is diluted, inactivated or partitioned into another phase.

The reference-policy ceiling in this edition is the shorter of the source period above and the general ceiling.
Extension needs matching active/excipients/strength, container, temperature, a stability-indicating method and
the required microbiological evidence for aqueous extension. An applicable official USP-NF compounded
monograph is assessed separately in its complete text.

Use-by date = the earliest allowed date from preparation plus selected period, ingredient expiries and any shorter
supported limit. In-use dating never extends overall BUD. Complete the actual date for the batch after the
required checks.

A default is a conservative dating limit, not experimental proof of batch stability. Its category depends on final
composition, preservation and permitted temperatures. Water percentage or loss on drying does not determine
aw. Document using SOP-014/F-006; use SOP-017/F-012 for specific aw evidence.

USP does not require water-activity measurement for every nonsterile preparation. A justified classification of the
actual formulation may guide dating; record it explicitly as inferred, not measured. Uncertain or borderline
classification requires specific evidence or a suitable measurement. Finished-product dating does not outlast the
available dating of previously compounded components/bases unless adequate specific evidence for the exact
finished preparation has been formally adopted.

References: [11], [131], [17], [19], [21]
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Mpoamairtovpeva / Prerequisites
AEMPS EX001 Preserved water: CGR-ES-018

AEMPS EX001 Preserved water: CGR-ES-018

References: [1]

EEomAlopoGg / Equipment

Zuyo6¢ KaTtdAANANG eAdxLotng C0ylong, youdi/omepog i opoyevonolnthg, doxela avdulgEng, ondTtovAeg,
BepudueTpo dtav vndpyxel O€puavaon, dpyava oyKopETPNONG yla moodtTnTeG 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£0060¢ mapaokevng / Compounding method

XwploTte eAawddn kat vdaTIKA Pdaon. OepudveTe Kal TIG 600 otoug 70-75°C. Katd PN/L/FF/002/00 npocBéate TNV
LOATLKA OTNY EALWEN PE eAeyxduevn avddevaon Kal cuvexioTte HéTpLa avddevon Katd TNV Yogn.

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.

References: [11], [3]

Mapatnpnioelg / Observations

To emunmA€ov SLS 6LeLKOADVEL AMOUAKPLYON TAPACKELWY ATIO TO TPXWTO KATA TNV TNyH.

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

References: [1]

MNeplékTnNG KaL ovokevaoia / Container and packaging
AdLagavéc BAalo, KaAd kAEwoTd, <25°C.

Opaque jar, well closed, <25°C.

References: [1]

MowoTikO6G éAeyxoG / Quality control

MoAD GUVEKTLKO AEUKO YOAGKTWHA.

JupnAnpwpaTikol €Agyxot Tou PN mou napanéunst n nnyr:

Epg@dvion kat péla. Mo oelpéc moptidwv: ektaotudtnTa PN/CP/003, TOMOG YaAakTwpatog PN/CP/002, pH o O/W
PN/CP/001 kat puikpoBLoioyikédg éAeyyog RFE 5.1.4.

pH katd PN/CP/001: katd kavéva pétpnon oto delyua xwplc mpoeneEepyaoia, ekTOC €6LIkAG 0dnylag. MNa akpBn
pHéTpNon e@apudleTal MOTEVOLOMETPLKT] HEB0BOC RFE 2.2.3- ol Tawvieg neplopi{Covtal oe eAéyxoug mov dev
anattolv vynAnf akpiBela.

Exktaoiuétnta PN/CP/003: otabepr moodTNTA SElyHaTOG HETAED LAAWVWY TAAKWY, SLadoyikd Bdpn kat xpdvol
KoBopLlopévol Tomkd: peTpovvtal 600 SldpeTpoL Kol oLyKpiveTal em@dvela €vavtt gopTtiov. MpoTtelveTal
Bepuokpaotakn HeTaBoAr £0,5°C. H nnyr 6&v divel kaBoAikd dplo amodoXAC: auTO TEKUNPLWVETAL TOTKA.
EAEYXOG MOAVOALKWY TIPWTWY LAWY: Yo apUokela, EAeyyoc KABe mapTidac f TEKUNPLWPEVN Blag@dAlan eAéyxoL
and agLémnioto npoundevTr Katd FDA. H anAr tavtomnoinon ue IR 6ev anokAslel DEG/EG.

H péBobdocg, to épLo amodoyrg, N MpayUa Tk T KoL 0 EAEYKTAG KaTtaypdeovtal xwploTtd oto F-005. Anotuyia
kplowng npodiaypagrig odnyel oe kapavtiva kat dtepebvnon katd SOP-015- n emavdAnyn eAéyxwv xpetdletal
aLtloAdynon.
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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.

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: [1], [3], [4], [5], [11], [20]

®0Aain / Storage
AdLagavécg Balo, KaAd kAewotd, <25°C.
Opaque jar, well closed, <25°C.

References: [1]

AwaOeon / Dispensing

Evbldueon Bdon ywa epyactnplakn xprion. H evowpdtwon dpaotikAc anattel véo éAeyyxo obvBeong, pH,
ouvtrpnong kat BUD Ttou teAlkoD mpoiévTod.

Intermediate base for compounding. Adding an active requires reassessment of the final composition, pH,
preservation and BUD.

References: [1]

EmioApavon / Labelling

ZUVEKTLKA LEPOQIAN Kpéua 2 EX004

Epyaotnplakri Baon - 6xt dueon xopriynon
Mooétnta: _ Noptida:

Mapaokevdotnke: _ XpAon éwg:

AobBevrig / 66an / ouyvéTnTa:

®OAaEN: AbLagavég BETo, KaAA kAeloTd, <25°C.
©epuokpaoia yia to BUD autAg tng maptidag:

Firm hydrophilic cream 2 EX004

Compounding base - not for direct administration
Quantity: _ Batch:

Prepared: __ Useby:

Patient / dose / frequency:

Storage: Opaque jar, well closed, <25°C.
Temperature for this batch BUD:

References: [1]
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v9_controls / v9_controls

To apBunTiké 6plo oto apyelo elval pévo 6pLo BLBALOYPAPLKAC avapopdc UTd TIC £LBLKEC TPODTOBETELC. Agv €YEL
opltotel BUD mpayuaTikAc mopTidag Kat 6ev éyxouv napaydel petprioelc aw. H akplBrigc obvBeaon, ta
TPOAMALTOOUEVQ, O MEPLEKTNG, N GUAAEN Kol Ta aTolxela eAéyyou PEMEL val YKPLOODVY YLl TN CUYKEKPLUEVN
epapuoyn. H évap&n touv vrmoAoylopol BUD eival n évapEn tng napaokevig. Epapudletal To GUVTOUGTEPO
TEKUNPLWHEVO 6PLo, PE XWPLOTO €AeyY0 BLdpKeELaG HETA TO dvolypa. Ta dpla USP elval texviké mAaiolo kat dev
napovotdfovtal wg eAANVIKY vouobeaia.

The numeric value is a literature reference ceiling subject to its specific conditions. No actual batch BUD has been
assigned and no aw measurements have been produced. The exact formula, prerequisites, container, storage and
quality evidence require approval for the actual application. The BUD clock starts when compounding begins. Use
the shortest applicable supported limit and assess in-use dating separately. USP categories are a technical
framework and are not presented as Greek legislation.

AVEEGPTNTN EAANVLKA KOl ayYALKH andédoon/opydvwaon oTolxelwy TNG avaeepdpuevnc mNyng. Aev anoteAel enlonun petdgpaon fi €ykplon tTov
€kdOTN.

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

Mnyéc katL mapamnounég / Sources and references

[1] FN/2003/EX/004 CREMA CONSISTENTE HIDROFILA 2

FN/2003 ¢ nAekTpovikd Kel{evo 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_004.pdf

[2] 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
[3]1 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

[4] 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

[5] PN/L/CP/003/00 DETERMINACION DE EXTENSIBILIDAD
Awabéoipo 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

[6] 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

[7]1 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

[8] MHLW - Japanese Pharmacopoeia XVIII: White Petrolatum

JP XVIII, 2021; English text | Printed p. 1501; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[9] MHLW - Japanese Pharmacopoeia XVIII: Liquid Paraffin

JP XVIII, 2021; English text | Printed p. 1477; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf

[10] MHLW - Japanese Pharmacopoeia XVIII: Sodium Lauryl Sulfate

JP XVIII, 2021; English text | Printed p. 1718; Description; Containers and storage | raw-material monograph | 2026-09-12
https://www.mhlw.go.jp/content/11120000/000904449.pdf
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[11] 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

[12] 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

[13] 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

[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] 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

[16] 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

[17] lllinois 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
[18] 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
[19] 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
[20] 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
[21] 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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